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FOREWORD

The Dept Clinical Investigation, formerly Medical Research and
Development, is entering its 16th year of operation. Largely through
the efforts of (OL Norman Ream, MC, Consultant for Clinical Investi-
gation, HSC, and his staff, Departmental status was achieved in FY80.
(OL Ream and his staff are also to be commended for their efforts in

decentralizing the protocol approval process. Monumental gains have
been realized in this area.

Personnel shortages and uncertainty persisted, but budgetary

progress was realized in FY80. The Department is particularly indebted

1 to BG Kenneth Cass, Commander, WBAMC Jul 1979 - Jul 1980, who recognized
the importance of Clinical Investigation and reversed a two-vear downward
spiral in (MA funding, and who was instrumental in approving construction
of a portable building which will greatly expand the training and research
capabilities of the Biological Research facility of the Department. The
Dept of Clinical Investigation also appreciates the continued support shown
by BG Chester Ward, MC, Commander WBAMC, Aug 1980 to the present.

The Department nas fulfilled its mission in a productive manner.
The investigators who actively pursued their projects, frequently
utilizing their own hours from off-duty time and occasionally providing
their own funds, are to be especially commended. All investigators for
each work unit are identified in the respective reporting sections.

The contributions of the many nurses, technicians, corpsmen and
administrative personnel who are vital to the successful implementation
of clinical research projects are acknowledged.

I am grateful for the editorial and typographical assistance of
Ms Peggy Casteel in the completion of this document and to the remaining
4 staff of the department for their varied areas of contribution.

hocession For L : // o
Trrrs omakl X S ARy
pre TAB O L.L. PENNEY, MD.
voonss od {“ CDL, MC
: C, Dept Clinical Investigation
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TABLE OF PUBLICATIONS AND PRESENTATIONS - FY80

DEPARTMENT OF CLINTCAL INVESTIGATION

Bechtel AG: An Investigation of the Relationship Between Patient's and Nurse's
Pain Perceptions and Patient Satisfaction. Presented to the Faculty, Univ TX
at El1 Paso, May 1980. Dissertation for Master of Science Degree in Nursing.

Betz G, Engel T, Pemney LL: Tuboplasty - Comparison of the Methodology.
Submitted for publication in Fertility and Sterility.

Klenke WJ: A Computerized Trauma Registry. Presented at the Annual Clinical
Investigation Conference, San Antonio, TX, Sept 1980

Penney LL: Estimation of Gestational Age and Matermal Serum Steroid Concentrations.
Total Estriol. Submitted for publication in Amer J Obstet Gynecol.

Penney LL: Estimation of Gestational Age and Maternal Serum Steroid Concentrations.
Unconjugated Estriol. Submitted for publication in J Steroid Biochem.

Permev LL, Daniell WC: FEstimation of Success in Treatment of Premature Labor:
Applicability of Prolongation Index in a Double-Blind, Controlled, Randomized
Trial. Submitted for publication in Amer J Obstet Gynecol.

Penpey LL, Klenke WJ: Variability in Unconjugated and Total Estriol in Serum
During Normal Third Trimester Pregnancy. Submitted for publication in Clinical
Chemistry.

Pemmey LL: Ratio of Unconjugated to Total Estriol in Uncomplicated Third
Trimester Pregnancy. Submitted for publication in J Reproductive Med.

Penney LL, Ruangwit U, Miles PA: Congenital Lipodystrophy and Polycystic
Ovarian Disease. Submitted for publication in J Reproductive Med.

Baker JK, Rauls DO, Bome RF: Correlation of Biological Activity and High-
Pressure Liquid Chromatographic Retention Index for a Series of Propranolol,
Barbiturate, and Anthranilic Acid Analogues. J Med Chem 22:1301, Oct 1979.

Sorenson JRJ, Rauls DO, Ramakrishna K, Stull RE, Voldeng AN: Anticonvulsant
Activity of Some Copper Complexes. Trace Substances in Environmental Health XIII. 1979.
A Symposium, University of Missouri, Columbia MO,

Sellers ME: A Study of Altered L-DOPA Metabolism in the Rat Model. Presented
at the Annual Clinical Investigations Conference, San Antonio TX, Sept 1980.

DEPARTMENT OF IENTISTRY

Dixey R, Fay JT: Intraoral Warty Dyskeratoma: Report of a Case and Literature
Review. J. Oral Surgery 1980.

Fay JT, O'Neal R: Dental Care for the Medically Compromised Patient, in
MASSON MONOGRAPH'S, Full Chapter. In press.
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lay JT, Banner .J, Rothouse [, folas S, Klinger BJ, Savers RJ: S¢ amous
Odontogenic Tumor - Case Reports. Accepted for publication in .J Oral ‘ed.

Rothouse L, Fay JT, et al: Ameloblastoma with Myofibroblasts and Septate
Junctions. Cancer 45:(11): 2858-63, 1980.

DEPARTMENT OF MEDICINE

Beechler CR, Smith SR, Hooper RG, and Tellis CJ: The Diagnosis of Non-Malignint
Lung Disease by Transbronchial Lung Biopsy (Abst) Presented at the 3rd World
Congress on Bronchoesophagology, Palm Beach, Fla., Apr 1980.

Farley PC, Sanchez J: Another Case of Agranulocytosis Associated with
Phenytoin and Procainamide. Accepted for publication in Southern Med J.

Floyd JL, Sonnemaker RE, Ayerdi E, Spicer MJ: Punctional Ventricular Rescrve
Assessed by Measurement of Left Ventricular Ejection Fraction at Rest and
During Stress: A Comparative Study of Dynamic and Isometric Fxercise.
Submitted for publication.

Gray JD: Moire Pattems in Nuclear Medicine. Presented at the SW Chapter,
Society of Nuclear Medicine 25th Annual Meeting, Houston TX March 1980.

Henry HW, Staples D, Lull RJ, Kiser SR, Kehn BD, Yuille D, Telepak RJ

Lambrecht RW, McAuley R: Radionuclide Marshmallow Swallow for Fvaluation of
Dysphagia. Presented at the SW Chapter, Society of Nuclear Medicine, Houston, T
Mar 1980.

Henry HW. Nuclear Cardiology - New Frontier. Presented at the District I
Medical Society of the Texas Medical Association, February 1980.

Henry HW, Staples D, Lull RJ, Kiser SR, Kehn BD, Yuille D, Telepak J, Lambrecht
RW: Radionuclide Marshamallow Swallow for Evaluation of Dysphagia. Presented at
the William Beaumont Gastroenterology Symposium, El Paso, TX Mar 1980.

Morrison RE: Spinal Cord Abscess Caused by Listeria Monocytogenes. Arch Neurclog-
37(4):243, 1980.

0l1d, C.: Diuretic Therapy. Presented at the District I Medical Society of
Texas Medical Association, February 1980.

01d W, Lehmner LM: Prevention of Radiocontrast Induced Acute Renal Failure
with Mannitol. Lancet 19:885, 1980.

Olexa LJ: Procedure for Determining Gastric Reflux. Presented at the Rocky
Mountain Chap, Society of Nuclear Medicine Meeting, March 1980.

Paris JA: Where Do We Stand on Aortic Valve Replacement? Presented at the Dist I
Medical Society of Texas Medical Association, February 1980.
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bovee 0, veorge BRI, otterson WN: o 115 ~)1-15 methv]l Prostavlandin 20 as
\boertitacient in Failled Second Trimester Abortion by Other Means. Submitted {0
b Treation.

VeCov MT, Pllenbery 11, Killtam AP Coccrdiomycosis Complicating Presmanay .,
Leepted tor publication in American I Obstet (vnecol,

Sevov M, Fllenbere TH, Killam AP: Coccrdiomycosts Complicating Pregnancy .
Presented at the Armed Forces District, American College thstet tvmveol, =
\ntonio, TX Oct 1979,

Stterson WND Pregnancey in Patients with Cardiac Prosthesis:  Case Reports and
2 Review of the literature. Presented at the Armed YForces Mstrict, American
College Obstet Gvnecol, San Antonio, TX Oct 1979.

Otterson WN:  (esarean lvsterectom. Presented at the Annual Clinical Meeting
of the American College Ohstet Gynveol, New Orleans, LA May 1980,

Reamv K:  The Treatment of Vaginismus by the Gynecologist: an belectic Approach.
Presented at the Armed Forces Mstrict, American College Obstet (Gvnecol, San
Mtonio, TX 0Oct 1979, Chosen bhest staff payer on gnecology from a teaching
hospital.
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Reapv K, White : Sexuality and Pregnancy: A Review. Submitted for publication.

DEPARDMENT OF PATHOLOGY

Friedman H: Predictive Modeliny for Military Fnvironmental Stress. Progress
Reports of the U.S. Army Institute of Pnvironmental Medicine. .Jul 1980.

Hlerrera G, Reimann B: The Differential Diagnosis of Malignant Tumor Using the
Flectron Microscope. TI'resented at the Society of Armed Forces Medical lLaboratorv
Scientists, Wash DC, Nov 80.

Herrera (O: Ncnossifving Fibroma: [llectron Microscopic Examination of a Case
Supporting a Histocvtic Rather than a Fibroblastic Origin. Submitted to
Human Pathologyv, Sept 1980,

Herrersn G: Malignant Schwannoma with Rhabdomyoblastic Differentiation Arising
in a Long Standing Chronic Osteomyelitis. Accepted for publication in Cancer.

flerrera G: Histiocvtic Lymphoma Arising at the Site of Inj.ction of Antilymphatic
Globulin. Accepted for publication in Military Medicine.

Carcia MM, Lossinsky AS, Kauffman FC, Conger KA, Mena H. Fine Structure and
Biochemistry of Brain Idema in Regional Cerebral Ischemia. in Cerebrovascular
NDiseases, Raven Press: New York, 1979.

Mena H, Garcia .M, Velandia F: C(entral and Peripheral Mvelinopathv Associated
with Svstemic Neoplasia and Chemotherapy. Submitted for publication.

Reimann REF, Smith MC, Diaz JA: lesions in the Renal Cortex in Sjorgren’s
Svndrome.  Submitted for publication.

keimann BEF, Duke L, Flovd GI: Fixation, Pmbedding, Sectioning, and Staining
of Algac for Plectron Microscopv. Chapter 23: Handbook of Phvcolorical Methods:
Developmental and (vtological Methods. <ambridee Univ Press: Cambridpe, 1980,

Reimann BFF: The Bstablishment of the New Flectron Microscopy Lab in the Hospital
annex. Presented at the Societv of Armed Forces Medical laboratory Scientists,
Wwash DC Nov 14980.

Bums BR, Lampe RM, Hansen (H: Neonatal Scabies. Am.J Dis (hild 133:1031, 1879,

Butler AB, Schydlower M, Swaney .JJ, Schwab JA, Shervette RI': On Noctumal
Fmissions - A Sojourn into Neverland. JCAM Sep 80.
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DEPT PEDIATRICS

Heath R: Indications for Ventilatory Assistant. Presented at the Neonatal
Intensive Care Seminar, Texas Tech Regional Academic Center, Dec 1979,

Heath R: Streptococcal Disease. Panel discussion, Presented at the Neonatal
Intensive Care Seminar Texas Tech Regional Academic Center, Dec 1979,

Heath RE: (heline Phosphotransferase Activity Following Corticosteroid Therapy. '
Submi tted for publication.

Heath R, Killam APL et al: Early Mnset Group B Streptococcal Disease: Evidence
for a Toxin. Pediat Res 13:461, 1979,

Lampe R, Frederick R, Teasley (, Robinson W, Weir M: Bacterial Antigen Detection
by Counterimmunoclectrophoresis: Lxperience at a Military Teaching Hospital.
Presented at the Uniform Services Pediatric Seminar, Tacoma, Wash. Mar 1980.

Larpe RM, McKie K, Grimm D, Weir MR, Rogers S, Artelejo L, McLeod HL, Aspinall K:
A Ulinical Trial of Aantihistamine, Decongestant, or Placebo in Antibiotic-Treated
\cute Ntitis Media Followed with Pneumatic Otoscopy and Impedance Tyvmpanometry.
~ubmitted for publication to Military Medicine.

Poole .TM, Brown .J, fLampe RM: Acromial Scapular Fracture in the Battered Baby
Svndrore . Subrmitted to Amer 7 Dix (hild.

Schvdlower M, Schwab JA et al: The Adolescent Breast: Disorders and Fvaluation.
Pre-ented at the Mmnual Meeting, American Academy of Pediatrics, San Francisco,C\
Dct 19790 Silver Award wimner. Also exhibited at the American College Obstet
Jvnecol Convention.

schvdlower M: Adolescents and Pediatrics. JAMA 243:1526, 1980.

Schydlower M:  Risks of Contraception with the Intrauterine Device. Accepted
for publication in Jourmal Pediatrics.

welr MR: Natriuretic seizures in Infancy: The Case for SIAIM.
Accepted for nublication in Military Medicine.

shervette RE, Schvdlower M, lLampe RM, Fearnow RG: Managing the Seeds of i
Madnes<.  Fmergency Medicine 11:158, 1979, ‘
Lampe M, Weir MR, Mcleod 1, Aspinall Kk, Artalejo L: Tvmpanometry in Acute Otitis

‘edia: Prognostic implications. Presented at the 15th Annual Uniformed Services

Pediatric Seminar, Seattle, Wash Mar 1980. Selected for competition for the

Margileth Award for the best Clinical Paper.

welr MR: Ask-Upmark Kidnev. Submitted for publication.
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White CB, Lampe RL, Copeland Rl., Morrison RE: Hemophilis Arthrophylis Necrotizine
Fascieitis in a Previously Healthy Adolescent. J Pediatrics Oct 1979. )

DEPARTMENT OF PSYCHIATRY

Crandell EO: The Effect of Instructional Pretraining and Type of Treatment on
the Acquisition of Assertive Behavior. Dissertation in partial fulfilment for Doctor
of Philosophy in Psychology.

SOCIAL WORK SERVICES

Gulley MI: Discharge Planning Process: An Interdisciplinary Approach. In press
Military Medicine.

DEPARTMENT OF SURGERY:

Cavanaugh DG, Livaudais W, Paris J, Geer TM: Pericardial Rupture with Complete
Luxation of the Heart. Submitted for publication. '

Collins J: Platelet Survival in Dogs with Thoracolumbar Aortic Bvpass Grafts.
Presented at the Annual Clinical Investigation Conference, San Antonio, TX Sept 1980.

Gum RA: Proposed Design for a Fatigue Cap with Improved Protective Features.
Accepted for publication in Military Medicine.

Gun RA, Shively RL, Northington JW, Williamson GB: A Simple Postoperative
Blepharoplasty Dressing: Accepted for publication in Plastic and Reconstructive
Surgery.

Gun RA: Let's Change Hats. Presented at the Symposium of Militarv Plastic
Surgeons, Wash DC Jan 80.

Northington JW: Sweat Gland Carcinoma. Presented at the Symposium of Military
Plastic Surgeons, Wash DC Jan 1980.

Shively RE: The Spread of Sensibility into Previously Anesthetized Skin
Following Intercostal Flap Transfer in a Paraplegic. Presented at the Symposium
of Military Plastic Surgeons, Wash NC Jan 80. Glen Burt Memorial Award for the
best paper by a military plastic surgeon who completed his residency less than
five years previously.

Shivley RE, Northington JW, Williamson G, Gum RA: Ideas and Innovations - A
Reapplicable Flastic Skin Graft Bolster. Submitted for publication.
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UNIT SUMMARY
OBJECTIVES

The Department of Clinical Investigatioi, William Beaumont Armv
Medical Center, was established 2 February 1965 as the Medical
Research and Development Service. The mission is to promote and
coordinate clinical research and directed basic research. The policies
and objectives are outlined in Department of Defense Directive Number
6000.4" dated 7 April 1971:

"Clinical investigation is an essential component of optimum
medical care and consists of the organized inquiry into
clinical health problems, for the following purposes:

1. To achieve continuous improvement in the quality of
patient care.

v

To provide experience in the mental discipline achieved
by participation in such organized inquiries, and to
provide experience for personnel who will ultimately be
teaching chiefs in military hospitals and medical
specialty consultants.

3. To maintain an atmosphere of inquiry because of the
dvnamic nature of the health sciences.

4. To maintain high professional standing and accreditation
of advanced health education programs."

The Department supports in-house research projects by AMEDD staff
nerbers, residents, and interns, assisting in the formulation, prepara-
tion, and promulgation of research protocols and final research publica-
tions. The Department furnishes experimental design and statistical
and technical expertise, develops and carries out special laboratory
procedures, and provides general support in terms of equipment, supplies,
and animal resources when necessary. The creative and inspirational
environment and technical knowledge available serve to stimulate the
undertaking of basic and clinical medical and paramedical research at
William Beaumont Armv Medical Center by staff members, and intermns and
1esidents in training, as well as provide a basic instructional facility
to elucidate the principles and conduct of research.

In addition to the primary mission, as stated above, the Department
Is active in supporting several training and teaching programs involved
with direct patient care. As examples, 1LT Klenke conducts a year-long
health phvsics course supplemented with statistical review for the
Nuclear Medicine Fellowship, and the Department participated in a three-
month formal lecture series on radioimmmoassay. The Biological Research
Facility directly supported approximately 450 anesthesia and surgical
assistance training procedures ranging from minor suturing techniques
for the (linical Specialist Coursce students through aortic bypass grafts
for the surgical residents. Examples of formal training protocols
supported by the department are detailed in Appendix 1.
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The department has provided scientific and administrative
computational support to the Department of Nursing, Patholog,
Medicine, Surgery, and Logistics Division of WBAMC. The departrent
provides this support as it alone possesses unique skills and
equipment necessary to perform the tasks. The tasks may require
mathematical modeling, statistical analysis, or graphical represen-
tations. The specific support provided FY80 is as follows:

Nursing requested statistical verification of workload data
collected in a proper manner. An automated infectious control rrograr
is being considered.

Logistics has been provided with programs to maintain its MEDCASE
program, the purchasing program for the Bradley Annex under construction,
linen control program, and expendable item control program.

The Department of Medicine required statistical analvsis of data
for presentation and programs were written to capture and evaluate
such data.

In addition, all radioimmmoassay calculations and reports performed
by Nuclear Medicine were done utilizing equipments and programs provided
by the Department of Clinical Investigation

TEQINICAL APPROA(H

The Dept of Clinical Investigation provides support for staff
research projects under the guidelines of the Declaration of Helsinki,
Clinical Investigation Program (AR 40-38), and the Use of Investigational
Drugs in Humans and the Use of Schedule I controlled Drug Substances
(AR 40-7). Research is conducted under protocols approved by the
Research Committee (WBAMC HR 70-4), the Human Use Committee (WBAMC
HR 40-38) and the Radioisotope Committee (WBAMC HR 40-37) where appli-
cable. Following at least three years of discussions, conferences,
and debates at the Annual Clinical Investigation Conferences , as well
as various interval commmications, HSC Regulation 40-23 was drafted in
final form. The Commander, HSC, MG Marshall McCabe, approved the
regulation 'Management of Clinical Investigation Protocols and Reports"”
and it was implemented 28 Dec 79. This regulation represents a signi-
ficant change of policy in the recognition of local expertise,
authority and responsibility. It decentralizes the approval process
for several categories of protocols. Further decentralization seems
appropriate. In those research protocols utilizing laboratory animals, the
investigators follow guidelines set forth in "Guide for Laboratorv
MAnimal Facilities and Care,'' published by the Committee on the Guide
for Laboratory Animal Facilities and Care of the Institute of Laboratorv
Animal Resources, National Academy of Sciences-National Research Council,
and the criteria established by the American Association for Accreditation
of Laboratory Animal Care.




MANPOWER

[1tie SSI/MOS Auth Assigned Name
Chief 60J 0-5 0-% Pennev, Larrv L., MC
Nuc Med Sci/ 68B 0-3 0-2 Klenke, WJ, MSC
Admin Off
Biochemist/ 68E 0-3 0-4 Sellers, M.E., MSC
Asst Chief
Vet Lab Animal Off 64C 0-3 0-3 Parker, G., \C
Med Lab Sp 01H20 E-5 E-6 Robinson, Bryan
Vet Anim Spi 91T20 E-3 E-4 Lee, Daniecl F
Vet Anim Sp 91T10 E-3 E-4 Graf, James P
Vet Anim Sp 91T10 E-3 E-4 Lipp, Gary
Vet Anim Sp 91T10 E-3 E-4 Revels, Scott
H1lth Tech 00699 S-7 GS-7 Revels, J.F.
Anm Res Asst
Anm Carctaker 07706 WG-3 WG-1 Burton, A.D.
Chenist 01311 G5-11 GS-11 Rauls, D.O.
Microbiologist 00403 GS-11 GS-11 Frederick, R. -
Chemist 01320 GS-9 GS-9 Sandison, S.W.
Chemist 01320 GS-9 G5-9 Mevers, T.
Med Lab Tech 00645 GS-7 GS-7 Manna, B.S.
Med Lab Tech 00645 GS-7 GS-6 Abshire, T.
I'ditorial Asst 01087 GS-7 G5-7 Casteel, P.J.
Med Lab Sp 01H20 Recognized Requirement - Not Authorized
Vet Anm Sp 91T10 " " "
EXPENDITURES FY77§7T FY78 FY79 FY80
Personnel (Civilian) 148,153 118,995 151,769 171,444
Consumable Supplies 56,831 35,923 34,32 60,134
MEDCASE Equipment 48,324 33,169 37,333 140,868*
Capital Equipment - - 2,425 10,427
DY 3,485 2,805 1,179 1,469
Contracts, Services, Printing
and Reproduction 4,327 3,053 937 1,025
' TOTAL  $261,120 $193,945 $228,035
Military Pay 141,385 167,437

IHO A0 $556.277

The actual MEDCASE expenditure was about $82,000. Approximately $58,000
of the above total was paid in FY80 for equipment received in FY79. (See
FY79 Annual Progress Report). The Dept Clinical Investigation further
accounted the supply expenditures into general office,$3116; general
laboratory (divided among two or more protocols or for maintenance,
standards, etc), $18,189; and general biologic research facility
(primarily training protocols)$13,851. The remaining $25,028 was spent

on 21 specific protocols and the amount is noted under consumable sunplies
on the appropriate detail sheets.

22




o e e a—— e 4 e e

It is impossible to account equipment, personnel, TDY and
general supplies to specific protocols. However eliminating terminated
protocols there were 99 active protocols in FY80. The following figures
will be high estimates because a portion of personnel, supply, and equipment
expense is for training as opposed to research. Furthermore all of the
salary for the C, Dept (Clinical Investigation is accounted here and a
portion of his time is actually spent in patient care and teaching.

Comptroller data listed above $556,272 indicates an overall
average of $5619 total expenditure per active protocol. Several of the older
protocols received more limited funding in deference to those more current
It is also important to note that a large clinical studv, with little or no
equipment or laboratory expense, can be quite costly in terms of personnel
for administration, data collection, and reduction, committee preparation,
annual review, HSC and OTSG coordination and manuscript preparation. The
average personnel cost for these services exceeds $500 per protocol for the .
WBAMC, DCI. Partly due to the avalanche of regulations and increasing
numbers of forms, minutes, etc., which must be maintained and distributed,
the supply cost for paper, clins, staples, folders, and other strictly
administrative materials have risen to an average of $31 per protocol per year.

TDY for minimal continuing education and mission-essential training
was granted. The department provided no TDY trips for any investigator to
present findings at professional meetings.

The department had two recognized requirements unfilled in FY79,
but all authorized positions were filled. The modest increase in numbers
of protocols accepted and completed, and in publications and presentations
attest to the value of stabilization as noted in the FY78 report. Stabiliza-
tion of principal investigators continues to be a problem as witnessed
partially by the number of terminated protocols.

PROGRESS: During this fiscal vear WBAMC authors had 63 articles or

presentations published or accepted. FEleven new submissions and seven

previously reported submissions are still pending. A tabulation of pertinent

workload and dispositions compared to budget (not adjusted for inflation) for

the past five vears follows: (FY77§7T have been combined, but adjustment to )
12 months is shown in parenthesis)
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL (TNTER
L PASO, TEXAS 79920

DETATL SHEET

Normal Values of Serum Triiodothyronine (T3) as Determined bv
TITLE:  Radioimmmoassay in Various Clinical Tuthyroid States

WORK UNIT NO: 75/07

PRINCIPAL INVESTIGATOR: COL L..L. Penney, MD: Douglas Daniecls, DAC

ASSOCIATE INVESTIGATORS:

OBJECTIVES

Determine normal values of T3 for: (a) Pregnancy during all three
trimesters. (b) Females taking oral contraceptives. (c¢) Euthvroid
flashimoto's Disease. (d) Other thvroiditises.

TECHNICAL APPROACH

Serum samples will be obtained from patients during 1st, 2nd, and 3d
trimester of pregnancy; females on oral contraceptives for at least

three months; euthyroid patients with lHashimoto's thyroiditis before
treatment with thyroid hormone and after treatment with Synthroid:
patients with thvroiditis (subacute). C(linical histories will be
obtained and the clinical thyroid state will be determined. The senm
samples obtained will be evaluated by radioimmunoassav. Determination

of the inclusion into the proposed categories will be from clinical
diagnosis, clinically determined thvroid state and appropriate laborator
studies.

PROGRESS

Papers have been published in Clinical Nuclear Medicine reperting
studies of T3 values in pregnancy and in patients with chronic renal
failure on dialvsis. No further studies have heen conducted and
none are anticipated in the near future.

STATUS:  Completed




DEPARTMENT OF CLINTCAL INVESTICATION
WILLTAM BEAIMONT ARMY MEDICAL (TNTER
Il PASO, TEXAS 79920

IETAIL SHEET

TITIE: Tsolation and Purification of Choline Phosphotransferase
WORK IINTT NC:  75/3n

PRINCIPAL INVESTIGATOR: (OL 1..1.. Penney, MD

ASSOCTATE INVESTIGATORS :

OBJECTIVES

To develop a method for the isolation of choline phosphotransferase
from lung tissue and correlate respiratory distress with the presence
and specific activity of this enzyme.

TECHNICAL. APPROACH

Microsomal and lysosomal fractions of lung tissue will be subjected
to standardized enzyme purification techniques. Cofactor effects will
be studied in order to assess possible prophylaxis development in
cases of respiratory distress.

PROGRESS
A manuscript was reported last vear. Additional specimens were

collected in FY80, but analvsis to date is incomplete. Further work
will be reported and finded under protocol 77/25.

STATUS:  Comleted
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLIAM BEAUMONT ARMY MEDICAL CENTER
EL PASO, TEXAS 79920

DETAIL SHEET

Penicillin Alone vs Ampicillin and Gentamicin ir the Treatment
TITLE:  of Group B Streptococcal Sepsis

WORK UNIT NO: 78/15

PRINCIPAL INVESTIGATOR: Robert Frederick, PhD, DAC

ASSOCIATE INVESTIGATORS:

OBJECTIVES
To determine the in vivo and in vitro killing rates of these antibiotics.

TECHNICAL APPROAQH

Scintillation counting will be used for in vitro studies. Serial blood
cultures will be used for in vivo studies with a rabbit model.

CONSUMABLE SUPPLIES

$510
PROGRESS

The clinical isolates used in these experiments have heen shown to be
"tolerant" to penicillin at 100 to 500 times the minimal inhibitorv
concentration of the antibiotic. Despite the loss of 3H glycerol con-
taining cell constituents after treatment with the antibiotic, there
appears to be no significant morphological changes in the cell wall or
capsular material of surviving cells as seen in electron micrographs.
The original principal investigator resigned and the protocol has been
continued by the previous associate investigator.

STATUS: Ongoing
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PEPARIMINT OF CLINTCAL INVESTIGATION
WILLTAM BEAUMNT ARMY MEDICAL. CFNTER
EL PASO, TEXAS 79920

DETAIL SHEFT

Theoretical and Applied Techniques in Garma Camera Uniformity
Nuality Control

WORK INTT M0: 78/11

TITLE:

PRINCIPAL TMNVESTICATOR: 1LY W.T. Klenke, *SC

ASSOCTATE INVTSTICATORS:  LTC W.F. Kendall, MSC

OBJECTIVES

To develop the theoretical, mathematical basis for defining the separa-
tion distance between a gamma camera and a point source for which
exposure variations across the face of the gamma camera are reduced to
a statistically insignificant level,

TEQINICAL. APPROAQGH

A camputer program will be used to calculate the exposure rate at cach
location on a grid imposed on the face of standard and large crystal
sarma cameras for varving separation distances between the point source
and the carera. The cffect of off-axis alignrent of the source will also
be cvaluated. Fxperimental confirmation of the computer results will be
obtained, using transmission densitometrv to measure exposure variations.

PROGRESS

Corputer calculations indicated that separation distances between garma
careras and point flood sources need to be greater than those in general
use in clinical nuclear medicine. Results are to be presented at the
Southwestern Chapter, Society of Nuclear Medicine. A manuscript has
been prepared for submission to the J. Nuclear Medicine.

STATUS:  Cormpleted




DEPARTMENT OF CLINICAL INVESTIGATIWN
WILLIAM BEAUMONT ARMY MEDICAL CINTER .
EL PASO, TEXAS 79920 :

DETAIL SHEET

The Efficacy of Active Immunization to Group B Strentococcal
TITLE: (GBS) Organisms in Preventing GBS Sepsis

WORK UNIT NO: 78/22

PRINCIPAL INVESTIGATOR: Robert Frederick, PhD, DAC

ASSOCIATE INVESTIGATORS:

(BJECTIVES
To determine if active immmity will prevent acquisition of disease and/
or prevent and/or blunt the clinical parameters of sepsis. ~

TECHNICAL APPROACH

A rabbit model is being used in this study. Rabbits are irmunized
with GBS until they have a '+'" CIE to GBS antigen. Once a "+" titer
is demonstrated, the animals are injected with both live and killed
organisms. (BCs, blood gases, and temperatures are followed closely.
If death occurs, histological examination of tissue is being performed.

(QONSUMABLE SUPPLIES

$614

PROGRESS

The experimental portion of this protocol has been completed and the
data analyzed. A manuscript is in preparation. The original principal
investigator resigned from the Army, and the associate investigator
has assumed the study.

STATUS: Ongoing




DEPARTMENT OF CLINTCAL INVESTIGATTON
WILLTAM BEAUMONT ARMY MEDICAL (INTFR
FL PASO, TEXAS 79420

DETAIL SHEET

Significance Study of meta and para metabolites of
Catecholamine Compotnds 1n the Rat

WORK UNTT NO:

TITLE:

78/28
PRINCIPAL TNVESTIGATOR:

MAT MUEL Sellers, MSC
ASSOCIATE TMVESTICATORS:

OBJECTIVES

To study the sienificance of meta and para substituted isomers of
catecholamine metabolites such as m- and p-tvramine and m- and p-
rhenylacetic acids by noting changes in isomer quantitation after
selective inhibition of the normal metabolic pathwayv.

TEQINICAL _APPROA(H

Weanling male Sprague-Dawley rats will be divided into test and
control groups. Test animals will be injected with various regimens
of catecholamine enzyme inhibitors as well as exogenous 1.-DOPA.
Catecholamines and their acid metabolites will be determined by GC,
GQS, TLC, etc. As many meta- and para-isomers will be identified,
separated, and quantitated as is possible from brain, liver, and
urine extracts. The data will he compiled to ascertain whether
metabolic inhibition of normal pathways changes the ratios of reta-
and para- metabolites and to try to investigate the significance of
these changes if thev occur.

CONSUMABLI:  SUPPLIES

$620
PROGRESS
The data from tnis nrotocol and that of 78/29 and 78/30 were presented
at thc Annual Clinical Tnvestigation Conference, San Antonio, TX

Sept 1980. The principle investigator has heen reassigned and no
further work is anticipated in the near future at WRAMC,

STATUS:  Completed
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DEPARTMENT OF (LINTCAL INVESTICATTON
WILLTAM REAUMNT ARMY MEDICAL (ENTER
EFL. PASO, TEXAS 79920

DETALL SHEET

- Ouantitative and Nualitative Phenolic Acid (hanges in Rats
ITTLE:  Treated with Catecholamine Pathwav Inhibitors

WORK UNIT NO:  =g/20

PRINCIPAL, INVESTICATOR: MAT MLEL Sellers, MSC

ASSOCTATE TNVESTIGATORS

Acid metabolites of 1.-DOPA, i.e., homovanillic acid (MvA), dihvdre-
xyphenvlacetic acid (DOPAC), Vanilmandelic acid (WA), p-
hvdroxyphenvlacetic acid, m-hydroxyphenylacetic acid, and
p-hvdroxymandelic acid will he gualitatively reasured in urine of
rats pretreated with ronoamine oxidase inhibitors, and B-hydroxylase
inhibitors, then treated with radioactive (MC) L.-DOPA. The purpose
of this studv is to determine the effect of catecholamine pathway
inhibitors on end retaholism acids.

_TTAINICAL._ APPROAH!

Weanling rats will be divided into test and control groups. Test

animals will be subjected to various regimens of catecholamine

pathway inhibitors such as B-hvdroxylase, monoamineoxidase, and
decarboxvlase inhibitors. Pndogenous catecholamine metaholite acids
will be measured in urine and compared to control animals. Ixogenously
administered radioactively (140 labeled L-DOPA will be given to both
test and control animals and again acid metabolites will he measured in
rats urine and compared to control animals. Urinarv catecholamine

acids will be measured by current techniaues including gas chromatography,
thin layer chromatographv, etc. Scintillation counts will be performed
on each acid fraction. DNeterminations and conclusions will be made

from comparing endogenous and exogenously labeled metabolites by paying
careful attention to changes in specific activity and quantitation
changes after exogenous L-DNPA injections. Catetholamines may also

have to be determined in order to study feedback inhibition and metabolic
pathway shunt studies.

CONSUMABLE ~ SUPPLITES

$206
PROGRESS

The data from this protocl was presented at the Annual Clinical
Investigation Conference, San Antonio, TX, Sep 1980. The vnrincipal
investipator has heen reassigned and no further work is anticipated
in the near future at WRBAMC,

STATUS: (Completed
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAUMOYT ARMY MEDICAL CENTER
EL PASO, TUXAS 79920

NETALL SHEET

1T Minor Amine Metabolites of 1L-DOPA

WORR UNTT NO: 78/30
PRINCIPAL TMVESTIGATOR: MAT M. Sellers, MsC

ASSOCIATT. IMVESTIGATORS

OBJECTIVES
Weanling male rats will be injected with altered L-JOPA,
Metabolism will be studied in the rat model.

TEQINICAL  APPROAGH

Forty male weanling Sprague-Dawley rats will be divided into four

The ten animal control group will be fed normmal rat TEKLAD
diet. Thirty animal test groups will have methionine supplement
cither by intubation or mixed with the TEKLAD pellets. The animals
will be tept on this diet for ten davs. Test animals will be further
broken down into three groups of ten animals. Animals will be sacri-
ficed at intervals starting at 2-24 hours after I.-DOPA injection.
Hrine will be collected during this time. Brain, liver, and urine
will be extracted for N- and 0O-methvlated amines. They will be
nquantitatively and qualitatively determined by GC, GAMS, TIN, I1C, etc.

STOUpS .

PROGRESS

the data from this protocol was presented at the Annual Clinical Investi-
gation Conference , San Antonio, TX, Sep 1980. The principal investigator
has been reassimed and no furtier work is anticipated in the near

future at WRAMC,
-

STATUS : Corpleted




DEPARTMENT OF CLINTCAL INVESTIGATION
WILLT A BEAIMOTT ARMY MEDICAL CINTER
Pl PAcO, TRXAS 79920

DETALL SHEET

TITLE: Role of Deoxvribonucleic Acid Attachment to (o1l ‘terbranc
— in the Regulation of Bacterial Growth

WORK UN NO:
YORK INIT =9/01

PRINCIPAL INVESTIGATOR: Robert Frederick, PhD, DAC

ASSOCTATT. INVESTIGATORS :

ORJECTIVES

To isolate and examine specific deoxvribonucleic acid (IkA)
sequences associated with bacterial cvtoplasmic merbranes.

TEGINTCAL APPROAQH

Our initial experiments are designed to analvze the effect of different
restriction enzyvmes on isolated nucleoids, These are the folded
chromosore of the hacteria which can be isolated in their cormact ~tate
while retaining the merbrane association. The procedure can be Jdone
simply with reasonable vields under salt and nll conditions which will
facilitate endonuclease treatrents. Mce isolated, the tritium
labeled nucleoids (i.e. the entire chromosomes) will he digested with
cormercially available restriction endonucleases. These enzyvres
cleave the INA molecules at specific nucleotide seqquences resultine in
specific fragrents which can subsequently be separated by acarose gel
electrophoresis and resolved on x-rav film by autoradicofluoroeraphy.
Membrane associated fragments will be purified by fractionation usine
the magnesium-sarkosvl crvstal separation technivue. The fragrents
will be recovered hv standard technioues and analvzed by aparose gel
electrophoresis. Once the specific sequences have been resolved, we
will begin to identifyv what regions of the chromosome are invalved

and under what conditions. The relationship of the attachrent to
bacterial growth may then be examined by varving the growth conditions
of the organisms, using appropriate mutant strains and in the presence
of various antibiotics.

CONSUMABLE SUPPLIES

$615
PROGRESS

We have repeated earlier experiments with different restriction enzyvmes
Him & TIT and Sal 1. The results from the Him § 111 experiments are
consistent with those initially reported for the Eco Rl svstem. By
estimating the average molecular weight of the merbrane associated INA
restriction fragments, we have calculated approximatelv 25 chromosomal
attachment sites. These data are vervy much in agrcement with the

33
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Work Unit o Tv/01

published values of 18 to 30, e are now perfecting our agarosc
gel analvsis to allow a better estimation of the molecular weights
of the larger fragments isolated and confiming our findings of
preferential separation of uniaue membrane associated INA fragments,

STATUS:  ingorng



DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BFAUMONT ARMY MEDICAL CENTER
ElL PASO, TEXAS 79920

DETAIL SHFET

Svnthesis of Inhibitors of the Shikimate Pathwav for Investigation
TITLE: As Potential Antimicrobial Agents

WORK UNIT NO:  79/07
PRINCTPAL INVESTIGATOR: David Rauls, PhD, DAC

ASSOCIATE TNVESTIGATORS :

OBJECTIVES

The 6-alpha and 6-beta fluoro analogs of shikimic acid will be
synthesized as potential irreversible inhibitors of the pathwav
resronsible for aromatic acid synthesis in microorganisms. The
corpounds will then he evaluated for antibacterial activity using
a standard antibacterial screen.

TEHNTCAL  APPROA(

The desired 6-fluore analeogs of shikimic acid will be synthesized

v established synthetic techniques. The antimicrobial activity

will be determined using standard assavs. The anticipated limiting
factors appear to be related to the potential lability of the products.

After svnthesizing the protected derivatives of shikimic acid,
further reaction with n-hromosuccinimide to produce the t-bromoe
corpound was atterpted.  Due to steric hindrance, the desired
brorination did net occur.  Gas chromatographv-mass spectromety

Nt the reaction mixture indicated recovery of starting material and
will he reouired to devise another syvnthetic approach to the desired
»roduct.

AL i ey
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DEFPAJGMINT o CLINTCAL INVESTICATTION
STLLTAM BEAUMONTT ARMY MEDICAL CINTIR
Llopasn, TEXAS 76920
FTATL SHEFT
Mateme ]l seree and Urinary Steroid Concentrations Duringe
TTTLED Contraction Stress Testing
WORK UNTT N g3
PRINCTPAL TXATSTICNTOR: o0 LT, Penpey, ‘D
ASSOCTATE TNAVSTICATORS
OB CTIVES
ceodetorrare b oape changes occur in maternal serun steroid concen
traticr- Jdurire contractior stress testing, and if <o, are thev of
crediotive viodue o oreeard to fetal outcome.
THOMTOM APPROAD
!

catierto anootted fer contraction stress testing will be asked to
rtioiratos N teo Foar urine svecimen prior to bheciming and anothier
ooratels tror <tarting the exctocin will be collected.  Three te five
crovenows Mlood 2111 he dravn from the am orposite the TV infusien at
s e 120 miputes of the test. The bloed will be drawn in
doec boc alicnots fror the same vepipuncture at five minute intervals
g cach i time and the <enn corbined in eaual volume to cor-
ot rroer vl b ties e seren estriol. Specimers will be cnndvzeld
oo rovnte s total oot and an alicuet frozen for possible
G ot orteeei, AU sraecsterone and other stereids which are
’ Shicate s ot fetal well beine. A1 speciriens {ror

Yoty iy -

1
Gt
i

v dhy or, o retrasrect, false necative tests, vl he
Pledloy vandern at oo asshynnent . Twenty neeative studies
. co D cerp e renn nninany and sene levels at o each time period
fo crtrel et e cron catients. v o <dieni fieant differences wall
' Do e e atterm ot defire caulvoeal, false positive and
. e
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DEPARTMENT OF CLINICAL INVESTIGATION i
WILLIAM BEAUMONT ARMY MEDICAL CENTER
El. PASO, TEXAS 79920 X

DETAIL SHEET

Comparison of Patient's Satisfaction with Patient's and
TITLE: Nurse's TPerception of Pain

WORK UNTIT NO: 80/14

PRINCTPAL TNVESTIGATOR: COL L.L. Penney, MC

ASSOCTATE INVESTIGATORS: Ann Bechtel, RN

OBJECTIVES

To vather data which mav be helpful to increase nurse's effectiveness
in providing pain relief.

TraNICAL.  APPROAN

Data will be collected via structured interviews in the form of
questiornaires and review of records for demographic da , which will

be analvzed through the use of statistical methods. The sample will con-
sist of aprreoximately 25 patient-nurse situations. The patient experienc-
ing mair and the nurse responding to this patient in pain will be considered _
a pratient-nurse situation. All subjects will he Pnelish-speaking, militarv #
or civilian, males or females, eighteen years of age and older. The

hatient subjects will be those persons expressing discomfort/pain at least

12 hours after elective surgical procedures. The nurse subjects will be

those recistered nurses responding and attending to the patient subjects.

PROCRESS

Teentv-five patients and thirteen nurses participated in this study.

e results supported the nrotocol hyvpothesis. A dissertation for the
Yaster of Science degree in Nursing originated from this project. A
bechtel successfully defended the thesis to comlete her degree reauire-
ment-.

T Cornleto:
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LINTCAL INVESTICATTION
TOARMY MIDICAL CENTER
ELoPase, TVXAS Ta920

DERARPMIITT oF €
THE T AM BEADMO

DETATL SHET

Holoeramhic \nalvsis of stress Produced in a Pier Abutpoent

P1TL) Pixed Partial Penture
WORL IR Mo o

PRINCITAL TATSTIoATOR:  1TC RUTD Brown, DO

ASSOCTIATE TAVESTICATORS . MWT T.S0 Strain, MAT R.R, lLarsoen

ORJECTIVES
To deponstrate the distribution of stress in ricid and non-rieid
nier fixed nartial dentures with the use of helorsraphic birefricence.
lo deronstrate the usefulness of the hologram as a stress measuring
m=trument ir nresthetic dentistry and to wnequivocally prove the
need for nonricid connectors in pier abutment fixed partial dentures.

TUANTCAL APPROATH

Mmatiire of rhases of investipation: A {ive-unit pier fixed partial
denture will be fabricated usine rigid connectors. A holocraph will
he mide of the ™Y in an wmstressed mode.  The FPD will he stressed
vith frrces from [-70 Ihs in increments of 2 1hs. The point stress
w11l be nlaced over ecach abhutment individually, as in an ideal occlusion,
with the points in central fossas and with a bolus of food. lolograms
of the model in the stressed mode will be superimosed over the un-
styecsed mode and the hirefrivence will be recorded on film. The sare
~srocedure vill he carried out using a five-unit pier fixed nartial
denture fabricated using a nonrieid connector.

PROCRESS
D rencos formdd betveen stressed and anstressed modes were incon-
sistont. The results were not conclusive. No further work is

comter lated,

ST ferrnated
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DEPARDMENT OF CLINICAL TNVESTIGATTON
WILLTAM REAIMONT ARMY MEDICAL (ENTER
EL PASO, TEXAS 79920

DETAIL SHEET

TITLE: Antibiotic Pronhyvlaxis in Intraoral Orthognathic Surgerv
WORK_UNTT NO: 79/na

PRINCIPAL INVESTIGATOR:  MAJ .J.1.. Ruggles, NC

ASSOCTATE. TNVESTIGATORS: M. J.R. Hann, NC

OBJECTIVES

Tn conduct a nrospective double-blind comparison of two prophvlactic
antihiotic rerirens in natients undercoing intraoral orthognathic
surgery of the maxilla and/or mandible.

TEANTCAL APPPOACH

Drugs to be administered in the studv are Procaine Penicillin G
and Aaqueous Tenicillin C.

a.  Agueous Penicillin G is the antibiotic agent of choice for
almost all infections originating in the oral cavity, and consequentlv
almost all infections resulting from intraoral orthogmathic surgerv.

b. Scme controversy exists concerning what constitutes an approvriate
neried for prophyvlaxis.

(1) TPeterson and Booth, in a retrospective studv of patients
wdergoine intraoral orthognathic surgery, reported an 11.4% incidence
0f postoperative infection in patients who received prophvlactic anti-
bietics, and an 11.1% incidence of postoperative patients who received
no antibiotics.

{2) In a retrospective studv by Yrastorza, the incidence of
postoperative infection in natients undergoing intracral orthognathic
surcery was smaller in patients receiving no prorhvliactic antibiotics
thon for patients who received antihiotics for an average of cight
davs nostoperatively,

(3} Zallen and Black nresented what thev termed current thoughts
reenrding the use of prophvlactic antibiotics in orthopnathic surgerv.
They recormended the use of antibiotics, but gave no recormendations
concerming duration of coverase, and presented no statistical information
to aupport their views.




4 g e s tines for o cheegclactic antibiotic coverace
Cuarg e, o st e iveesr Doase of antitietics only durine the
prte-diate o tooa rat e e S0 Hevever, noostatistics were tresernteld,

(57 o ooar knowledoo, aoprospective, Jdouble-blind study corparing
short term e Loveer teor crovrvlactic antibiotic coverape for intraoral
orthognathic <ur; Has not been reported.

Patients clivi® Soroincioeen an the study must be adults cighteen vears
of age and oider, v be o of cithor sex, and may be civilian or military.

Patients will be excluded from the studv if thev egive a histon of
allergic reaction to renicillin or other Beta Lactam antibictic, if
thev have a compromised irmune Jdefense system, or if they have received
antibiotic theram within the previous fourteen davs.

Total mriers of satients will be forty, divided inte two oroups of
twenty patients.

Atibiotic Revimens:
Pl ALl atients will recetve

000,000 wnits Prociaine Penicillin € and 400,000 units Aqueous
Penicillin i, .M., one hour preoperalively.

2,000,000 wits Aqueous Penicillin G, T.V. over 30 minutes
every three hours intraoperatively.

- 2,000,000 units Aaueots Penicillin G, T.V. over 30 minutes
three hours after the last intraoperative dose.

(2] Group 1 (20 patients) will receive
2,000,000 wnits Aqueous Penicillin G, T.V. over 30 minutes
every four hours for & total of twelve doses.

{3) Group Il (20 patients) will receive
A placcho 1.V, over 30 minutes, every four hours for a total
of twelve doses.

Method of Followup: Followup will consist of routine postoperative
care, to include ohservation for signs of postoperative infection.
The diagnosis of postoperative infection will be made if threec of the
following criteria are met:

(1) Tlevation of bodv terperature for longer than 72 hours post-
operatively.

(2) Increased edema, induration, and ervthema of wound margins
and surroundinge tissue.

g0




Lad

(3) Drainage of purulent exudate from the wound.
(4) Positive serial blood cultures.

Postoperative infections, once diagnosed, will be treated with local
measures and the appropriate antibiotic(s) based upon culture and
sensitivity results.

All infections will be cultured utilizing hoth aerchic and anaerobic
me thods .

PROGRESS

Patient entry is complete. Data analysis is in progress.

STATUS: Ongoing

41




¢
]

S e e t—— e~ s

DEPARTMINT OF CLINTCAL INVESTICATION
VI TAM BEAIMOYTT ARMY MEDTCAL CINTER
t1oPse, TVXAS 79920

DOTATE SHEET

Serum lucese Level In kelation to Recovery Time f{rom General

- i T
LR Anesthesia for Gutpatient Oral Suregery Procedures.
WORK UNIT Mo 86/~

Ve

PRINCIPAL DVESTICATOR:  vyg 1y p. Bovd. DIC

ASSOCTATE. INVESTIGATORS: vy 1. Joffrev. T

ORTFCTINTS

To conduct a studv to determine if there is a direct relationship
between a patient's serum glucose level and the length of time required
to sufficiently recover from a halothane gereral anesthetic.

TEAINICALL  APPROACH

An attempt to detect a relationship between serum glucese level and
recovery time from patients undergoing general anesthesia will be
studied. DPatients eligible for inclusion in the study must be eighteen
vears of age or older, mav be of either sex, nonpregnant, and may be
dependents of military personnel or active duty military personnel.
Patients must requirve minor oral surgery procedures which can be accom-
plished in fortv (40) minutes or less on an outpatient basis. All
patients will be NP0 at least cight hours. All patients will receive
general anesthesia. Blood samples for serum glucose determination will
be obtained from all patients at 1-5 minutes preinduction; 1-5 minutes
following discontinuation of the halothane; 1-5 minutes following
sufficient recovery. Intravenous fluid will be 1/2 NS via standard
infusion apparatus in one half the group, and 1/2 NS/5%D in the
remaining one-half. Determination of recovery time : Time shall begin
upon discontinuation of the halothane; time shall run wntil sufficient
recovery has taken nlace to allow release; A score of 9 or 10 on a
modified postanesthesia recovery score (PARS) as proposed by Arlow shall
be sufficient recovery.

PROGRESS

Control parients and half of the studv patients have been entered.’
We expect completion of the clinical portinn by mid-February.




DEPARTMENT OF CLINICAL IMVESTIGATTON
WILLTAM BEAIMWT ARMY MEDICAL CINTER
FL. PASO, TEXAS 79920

DETALL SHEET

I'ffect of a Broad Spectrum Antibiotic on the Coursce of Viral URI]

TITLE:
, 76/23
WORK UNTT 10

PRINCIPAL, INVTSTIGATOR:  LTC R.E. Morrison, MD

ASSOCTATE INVESTIGATORS :

OBJECTIVES

To determine in a controlled double-blind study the effect of an antibiotic
on the clinical course of acute viral upper respiratory tract infections
with particular attention to any heneficial or deleterious effects of the
treatment with respect to secondary bacterial complications.

TECINTICAL. _APPROAQH

Patients admitted to the Acute Respiratory Distress (ARD) ward without
obvious bacterial infections will be divided into two random groups.

One group will receive tetracycline HCL, the other a placebo. The
physician taking care of the patients, and the patients themselves,

would not know whether they were receiving drug or placebo. The code would
be held by the Pharmacy Service. The incidence of complications, in
particular, secondary hacterial infections; the total length of fever:

the general well-being; length of hospital stay; incidence of adverse

drug reaction; and the total cost of treatment would be compared between
the two groups.

PROGRESS

Staffing shortages have also caused suspension of this studv. Another
attempt to institute it with the next URI season is anticipated.

STATUS:  Ongoine




DEPARIMENT OF CLINTCAL INVESTTGATION
WILLIAM BEAUMONT ARMY MEDICAL C(FNTER
El. PASO, TEXAS 79920

DETAIL SHEET

131

TITLE: Diagnostic Adrenal Scarnine with I (A5

WORK UNIT NO: "6/33

PRINCIPAL INVESTIGATOR: LTC T. Brown, MC

ASSOCIATE INVISTIGATORS:

OBJECTIVES

The purpose of this study is to determine the usefulness of 1311-

AP59 in scanning of the adrenal glands. It will be employed for

the following purpeses: (a) as a screening test for detection of
primary aldosterone tumor, Cushing's disease, adrenal cortical
adenoma, or pheochromocytoma, (h) imaging of adrenals in patients

who require adrenal venography and are allergic to contrast media,

(¢) detection of unilateral adrenocortical hypofunction: calcification,
metastatic carcinoma, post-venography infarction, etc., (d) detection
of functioning adrenal rermant after adrenalectory for Cushing's
syndrome, (e) aid in assessment of adrenocortical steroid therapy.

TEQINICAl, APPROACH

patients with clinical evidence of adrenal disease will be studied

upon referral from the Fndocrine Service. Adrenal imaging will be

nerformed after injection of the material to assess the presence or
ahsence of visualization of the adrenal glands, their size and

response to sunpression theranv.

PROCRESS

NP39 aprears to be a satisfactory agent for adrenal imaging. No
patients were entered in FY80.

STATUS:  Ongoing
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PEPAPING T OF CLPTOAL PPATSTTOATTON
BILLTAM B AIMor Il ARy MEDTCAL COrNTTR
PLobAEn D TTXAS Te0920

DAL SHETT

Corparison of Cetlular Metabolic Indices with Thyroid Iv-nnction

TITLL . amd Theranw
WORK UNTT N B

PRINCIPAL TXAT S5 10ATOR: Do osellers, MEC

ASSOCTATY TMNATSTTONORE

ECTIVES
To clarify the relationszhier and clinical usefulness of syvstolic tire
mtervals as an index of cardiac output and mvocardial contractility,
0> consurmtiop at rest and at steady state exercise, 2,3-
diphosrhoalveerate (2,3-DPC), measurerents in hvnerthvroid, euthvroidd
and hymothvroid patients and to evaluate the pnssible use of these
parancters ip moniterine therapeutic interventions.

TEHNTCAL  APROA]

Prior to initiation of therapy, hyvpothvroid and hyperthvroid natients
will be rcreened for factors infiuencing 2,3-DC levels. The patients
will then undereo testing of hermatocrit, hemoglobin, 2,3-DPG, pOZ,

pC0z, pl, bicarhonare, sermm (N2, 02 conswrption at rest and cxercise
steady state, and svstolic tine intervals at rest. Ihvperthvroid paticnts
will be tested prier to therarv, after one week of propanolol therapv
and at tire c[)f achicving & clintcal and thyvroid function euthvroid <tate
hv reans of Jl] theramy and/or prophylthiouracil or methamazole.
thvpothvrotid patients will be tested prior to therany and at tire of
achiceving a clinical and thvreid function cuthyvroid state by rmeans of
levothyroxine thera~ . tuthvroid goiter/nodule patients will he tested
rrior to therarv and at 1 theraveutic steady state approximatelyv twe
months after iritiation of <uppression therapy with levothvroxine.
Factor analysis will he aprlicd te ¢linical indices, thvroid fimction
tests, 2,3-DP0) svstelic time intervals and restine and exercise steadvy
state 07 consieptior with correlations heing made to thyroid dvsfimet ion
state and therapeat c mepsures utilized.

PROCRISS
The original nrincipal irvesticator has resigned, and LTC Sellers of

the Nept of Clinical Investivation is managing the data.  The I is
attermtine to interest newly assimmed staff in corpleting this protocol.

STATUS:  Ongoine
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DEPARTMINT OF CLINTCAL TNVESTTGATTON
WILLTAM BEAUMONT ARMY MEDICAL CENTER
El, PASO, TEXAS 79920

DUTAIL SHIET

Minoxidil as an Anti-hypertensive in Patients Refractorv to
TITLE: Available Medications

WORK UNIT NO:  78/13

PRINCIPAL INVESTIGATOR: CPT L.M. Lehrner, MD

ASSOCIATE INVESTIGATORS:

OBJECTIVES

The objective of this protocol is to test the hypothesis that Minoxidil
is an effective alternative treatment for patients whose blood pressure
is refractory to available drugs or who have experienced unacceptable
side effects from them and whose situation is life-threatening. Another
purpose is to document clinical experience with minoxidil in a manner
that will provide a basis for extrapolation of the results to the
specified hypertensive population.

TECHNICAL APPROAQ!

Patients with severe hypertension, unresponsive to conventional medica-
tion and in a life threatening situation will be placed an a regimen
of Minoxidil. The ultimate nurpose is to control refractory blood
gressure problems such as sustained severe, accelerating, or malignant
wypertension. \ery thorough recordkeeping will be maintained document -
1ng unresponsiveness to conve~tional treatment and responsiveness to
Minoxidil.

PROGRESS
Minoxidil is now an DA approved medication. A final annual review was

conducted by the WBAMC Institutional Review Committee and forwarded
as per regulation, to OTSG and the FDA. Three patients were treated.

STATUS: Terminated
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DEPARTMENT OF CLINTCAL IMVESTICATION
WILLTAM BEAMONT ARMY 'O DICAL CINTIR
EL PASC, TEXAS 79920

DETATL SHTYET

Separation and Tdentification of (PF Isecenzymes by

f TITLE: Radioirrumoassav Technique
? WORK INIT NO:  78/31

' MALAILIAEE S0

! PRINCIPAL DMVESTICGATOR: 1.TC H.v. tlenmvy, MC

; ’ ASSOCIATE TMVESTTIGATORS:

yod

‘ ORJECTIVES
The purpose of this studv 1s to develop a routine method for
measuring CPK isoenzvme levels with emphasis on the MB fraction
using RIA techniques.

TECIDNTCAL APTROAQH
! Individual isoenzvmes of CPK ohtained from cormercial sources will
; he injected inte rabbits to elicit specific antibody responses. The
: analvsis for (TK would be performed by classical RIA techniques. PV

B would be tagged and reacted in varving concentrations with the
individual antibodies produced and harvested from the rabbits.

- Standard concentration curves and cross-reactivities would be
established to determine RIA specificity. From the standard curves,
unknown CPK concentrations in senm will be determined. Tt would

4 ther be nossible to correlate values for the B fraction in the

) normal and infarcted populations.

s CONSIMABLL SUPPLITS

4

‘ $240

.

PROGRESS
None

STATUS:  Terminated

i
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DEPARTMINT OF CLINTEAL TNVTST 1AL Tow,
WILLTAM BEMMONT ARN M DICAL (1T v
PLOPASC, THXAS Tua2n

DETAIL ST

fechnetig -90m- e ridow hidoneslut aruate T vap - DOd far
TITI1 - Diagnosis of Hepatobiliarm Disease
VORK I N TH/05

PRINCIPAL DAVTSTICATOR: Lreah Henme, M0

ASSOCTATE TNVESTICATORS:

OB CTIVES

To ovaluate the clinical officacy of TC-99m-PC as a diagnostic
hepatobilian and gallbladder agent. Te-99m-P6 i< presentlv

being evaluated for its ability to provide clinically useful intor-
mation reearding bilian tract and pallbladder disease processes,

This radionuclide has alreadv heen shown to be valuable in the
assessment of hepatobiliary function, diagnosis of acute cholecvstitis,
evaluation of gallbladder dvsfimction, and in dJdifferentiation of
hepatocellular disease from extrahepatic ohstructive jaundice.

This additional diagnostic agent could provide more rapid diagnoses

in diseases of the hiliarv tract and gallbladder than with the standard
rethods presentlv available. FParlier diagnoses of abnormalities

could decrease natient suffering overall and particularly in the
acutely 111,

Te-99m-PC has been demonstrated to have a wide marein of safety,
thereby avoiding the risk of reactions. A high incidence of reactions,
includine fatal reactions, is known to occur with intravenous
cholancinorarhic controst materials utilized in conventional
radioeranhy. 7The actual incidence of reactions to intravenously
adr.nistered cholangingrarhic contrast media overall is not

accuratelv established since no consistent efforts have been made to
report nonfatal reactions. The incidence of fatal reaction following
intravenous cholangiography is approximatelv 0.0025% or 1:40,000.
lecanse of the rapid blood c¢learance of T¢-99m-PC more rapid

diagnoses mav be made in acute cholecvstitis (i.e., within one hour),
whereas, conventional radiograrhic methods may require several

hour=. Muantitative assessrent of hepatobiliarn function is

nossible with Tc-99m-PG, Te-99m-PG may allow improvised visualization
of the hiliarn svstem, even when the serum bilirubin level is

mildlv elevated.
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Pach patient will he ~tudied Doviowang o bt hour period of 1ty wien
possible.  Following introavesqe admini-tration of the To-oun P
! sequential scintiphotos will bo obtained at 5 minute intervals tor us to
ane hour following iniection. Simultanecous computer dcaui=tion v e
data will be obtained for further walv<is. Nuclear images woll o
made and stored on {i.m and/or on mipnetic tape or data storie G e
; Curve plot data can be sub=cquently derived from this information when
appropriate.

In selected patients vho bave «wrected chronic eallbladde s
delaved imapges mav he obtained at 2-4 hours post-imection when
necessary. I gallbladder dvsfinction 1= =uspected in narionts
have chronic sviptoms but who have been shown not to have calcull by
routine oral cholecvstography evalwition of gallblalder erprving nay

be obtained by intravenous injection of Hinevac (Sincalide for injectiern-
manufactured bv E.R. Squibb & Son, Inc. and current v usod 1 routine
oral cholecvstographv). The dose recommended by the mimufacturer s
0.02 mcg. ner kg, Thiz methodolom of fers the advintane of o standard-
ized, precise and reproducible quantitative assessment of vallbladder
contractibility (better than oral fatty reals oto., used in conven-
tional radiographic technivques in the past). This< will allow computer
analysis and printout of data tor determination of a washout curve as
gallbladder emptying occurs. Prescription forms, patient charts, and
consultation forms will he used to record pertinent data.
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the studs to have reanineful results. It should take from nine
sontis to one vear to accurulate the patients and laboratony dat...
Controls will consist of neople with acute insufficiency with
definite etiology.

S sy

; The original principal investigator has been reassigned. He
: studied no natients. LTC Mansfield has assumed this protocol.

STA 1 Ongoing

L

L
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The obiective of this studv is to deterrine the woret 8 iy

RN
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PEPARTMENT OF CLINTCAL TNVESTIOAT TR
SILLTAM BEAIMONT AR MEDICAL CENTER
PLOPASG ) TEXAS 7a020

o s Sl

DETATL SHEPT

Clearvine of Bacteria frer Sputwe of Patioents with chronic :

TITLE: Bronchitis or Pnewmonia Followine \ntibiotic Therapy !
WORK UNIT Mo: 70/14 :
PPINCTIPAL DXVTSTICATOR: CPT L Richew, M0 »
ASSOCTATY [NVTSTIONTORS :
|

:

OB.JECTINES

reaquired For s»rutum {rom patients with chrenic broncioits et or 3
rpewnonia to hecore clear after antibictic theras 1 e ot

TTAINTCAL APPROALT!

ieoiate of clearine of hacteria from urire and B S T Towgy
antibiotic therany his been described.  Tn oresoirators e 00
wte of clearing of ¢linical syrmtoms and radicorarbic abpooraiities
teohponrn. However, the rate of clearine of bacterin {rop sputier in
natients with infected alrnvavs or pnewronia is not known.  The
aurnese of this studv is to determine that rate of clearing. Correla:
tion with clinical status and response to theramy will be analvzed.

e

Patients admitted to the redical services of William Bempont \rmv
Ydical Center with dhironic bronchitis or pneuronia will have a
ot collected for gram stain and culture on admission.  After
arrropriate antibintice have heen bemm, subseouent sputipr samles
w111 he collected for gram stain at 6, 12, 24 and 48 hours after
adrission ad the nresence or absence and type of bacteria prosent
w111 he noted,

Patients adritted with the above diaenoses will be used recandless
of ace and sex. Thirty to fifty natients will be used. No controlr
will be included.  The approximnte time to completion will be about
S1X months,

PEOGRESS

The arincipal investicator was reassimmed. This study will be
inttiated by the new princival investigcator, (U7 Richev.

U npoing




DEPARMENT OF CLINICAL INVESTIGATTON
WILLTAM BEATMONT ARMY MEDICAL CINTER
Bl PASO, TEXAS 79920

DETATL SHEET

TITLE: SWOG 7410:  (hronic lyvrphocvte leukemia Protocol
WORK INIT N0: 79/15

PRINCTPAL. DXVESTTCATOR: MAT P.C. Farley, 'DD

ASSOCTATE TNVESTIGATORS :

OBJECTIVES

To determine the response rate, hoth complete and partial, in chronic
Iviphocyvtic leukemia, to comhination chemotherapy with: (a) Qvclo-
rhospharide, adriamvcin and prednisone (CAP) as primarv therapv in
patients who have had no prior chemotherapv. (b} CAP as secondarv
therapy for those natients who have previously received low dose
hlorarbucil. To assess the effectiveness of intermittent cyclo-
nhosphamide and prednisone in maintaining a remission.

TECIINTCAL.  APPROAQH

The details are lengthy and specified in the original SWOG protocol
Duplicates are kept on file in the Clinical Tnvestigations Departrent,
SRAMC and are available upon request.

PROCRESS

This studv phase has been closed by SWOG,

No patients were entered
at "BAC,

STATUS:  Terminated




DEPARMENT NF CLINTCAL INVESTICATION
WILLTAM BEAIMONT ARMY MEDICALL CTNTER
EL PASH, TEXAS 79920

DETAIL SHETT

TITLE:SWOG 7433: Stage T & I1 Non-Hodgkins Lymphoma

WORIL UNTT NN: 79/16

PRINCTPAL TNVTSTIGATOR:MAT P.C. Farley, ™MD

ASSOCTATE TNVESTIGATORS :

OBJECTTVES
To compare the remission rate, remission duration and survival in
patients with non-llodgkin's lyrmhoma, pathologic stages I, IE, ITf

treated with extended field radiotherapv (sunradiaphragmatic mantle
or abdominal field) alone, with extended field radiotheranv plus

corbination chemotherapy.

TEAQINTCAL.  APPROAQH

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department
WBAMC, and are available upon request.

No patients were entered in FY80.

STATUS: Ongoing

o
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BFAIMONT ARMY MEDICAL (TNTER
EL PASO, TEXAS 79920

DETAIL SHEET

TITLE: Sw0G 7436:  Combined Modality Therapv of Breast Cancer
WORK IINIT NO: 79/17

PRINCIPAL INVESTIGATORMAJ P.C. Farley, \D

ASSOCTATE INVISTIGATORS:

OBJECTIVES

To compare the effect of two adjuvant chemotherapy programs upon

the time to recurrence and upon the percentage of recurrence in
nost-operative hreast carcinoma natients who have a high risk of
developing metastases. To compare the effect of these adjuvant chemo-
therapy programs upon the survival pattern of such patients.

TEQINICAL APPROAQI

The details are lengthv and specified in the original SWOG
protocol. DNuplicates are kept on file in the Clinical Investigation
Department, WBAMC, and are available upon request.

PROGRESS

Nne natient was entered and is well. This studv phase has been
closed by SWOC,

STATUS:  Commleted
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DEPARTMINT OF CLINICAL INVESTICATION
WILLTAM BEAUMONT ARMY MUDICAL CENTER
Bl PASO, TEXAS 79920

DETAIL SHEIT

TITLE:SWOG 7440:  Adjuvant Chemotherapy for Osteogsenic Carcinoma
WORK IINIT NO: 79/18

PRINCIPAL INVESTIGATOR: MAT P.C. Farley, MD

ASSOCIATE INVESTIGATORS:

OBJECTIVES
To determine the efficacy of comblnation chemotherapy with (Y-VA-DIC
(cvclophosphamide, vincristine, adriamycin and DIC) in preventing the
development of metastases in patients with osteogenic sarcoma who have
received definitive surgery for their primary lesions and who have no
cvidence of residual disease. To determine the survival and dis ase-
free interval pattem of patients on this study to be compared -
historic controls in the medical literature.

TEQINICAL APPROACH

The details are lengthv and specified in the original SWOC »rotocol.
Duplicates are kept on file in the Clinical Investigsation Department,
WBAMC, and are available upon request.

PROGRESS

This studv phase has been closed by SWOG. No patients were entered
at WBAMC.

STATUS: Terminated




DEeAPDENT OF CLINTCAL DATESTICATION
STLLTAM BEARYRTT ARYY MEDICAL OONTER
P1PAST ) TEYAS TGA20

DETAIL. SHEET

SWOG 7510 Adjuvant Chemoimmunotherapy for Patients with
TITLI: Locally Advanced Adenocarcinoma of the lLarce Rowel

WORK UNIT NO:  79/19

PRINCIPAL INVESTIGATOR: MAJ P.C. Farley, M)

ASSOCTATE INVESTIGATORS

OBJECTIVES

To determine the cfficacy of adjuvant chemotherapy with the highly '
effective combination of Methvl CONU (MeDINU) and 5-Fluorouacil .
(5-FU) and to determine whether this is added to by irmmmotherapy

with oral Bacilus Calrmette-Guerin (BCG) on the disease-frec interval

and survival of patients with Duke C large bowel adenocarcinoma.

TECHNICAL  APPROAGH

The details are lengthv and specified in the original SWOG protocol.
Muplicates are Kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRISS

Three -atierts were entered and one expired. This studv phase has
heen closed by SWOG,

STATUS:  Completed




DEPARTMENT OF CLINTCAL INVESTIGATION
WILLIAM BEAUMONT ARMY MEDICAL CINTER
Fl, PASO, TEXAS 79920

DETATL SHEET

SWOG 75180 Stage IT1A and R Hodgkins Disease Remission Induction
TITUT‘h'\' Padiation Therapy Plus Chemotherapy Corbination Versus (hemo-
=" therany Alone.

WORK UINTT NO: Ta/20

PRINCIPAL INVESTICATOR: MAT P,C. Farlev, MC

ASSOCTATT INVESTIGATORS :

OBJECTIVES

To compare the effectiveness of 10 courses of a 5-drug corbination
chemotherapy (including nitrogen mustard, vincristine, procarbazine,
prednisone, and bleomvcin) program against the corbined 3 courses of
chemotherapy followed by total nodal irradiation therapy program for
corplete remission induction in patients with Stage TI1 asymptomatic
or svrptomatic-B Hodgkin's Disease.

To evalute the systematic ''restaging' of patients in anparent
corplete remission.

To assess the length of unmaintained remission after intensive
induction with 10 courses of chemotherapy treatment versus the
corbination chemo-radiation therapy, after documentation of (R
status by careful '"restaging."

To assess the toxicity of the chemotherapy alone nartion of the
studv versus the toxicity of the corbination of chemotherary and
radiation therapryv.

To Intercormmare the results of this propram with those to be ohtaired
hvothe ongoirg MOPP #5 «tudy (SWOG-7406) .

TIOINTICAL APPROAH

The details are lengthv and srecified in the original WG protocoel.
Duplicates are kept on file in the Clinical Investication Department,
WBAMC, and are available upon request.

PROGRESS

Mne vatient was entered and is well. This studv phase has been
closed hv SHOG,

STATUS:  Corpleted
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DEPAPTMENT OF CLINICAL INVESTIGATTON
WILLTAM BEALMONT ARMY MEDICAL CENTER
FL PASO, TEXAS 79920

- "

DETAIL SHEET

TITLY fsiioc 7521 Adjuvant Melanoma

SORK INTT NO: 79/21

PRINCIPAL INVESTICATOR: AT P.C. Farley, MD

ASSOCTATE INVESTTGATORS :

OBJECTIVES

To determine the efficacy of B(NU, hvdroxvurea, and imidazol
carhoxamide (BHD) in preventing the recurrence of disease and
nrolonging the survival of patients with primarv malignant melanoma
whe have received definitive surgical treatment for their primarv
iesions, have no evidence of residual disease but in whom by the
¢linical and pathological characteristics of the nrimary lesion can
be nredicted to have a high incidence of recurrence.

To deternine the efficacy of comhbination chemotherapy (BHD) with and
without BOM in nreventing the developrent of metastases and prolonging
the disease-free interval and survival of patients with recurrent
malignant melanoma which has been surgically excised (‘Minimal
re=idual disease).

To detemine the irmumocorpetence of patients with malignant melanoma
ad anv correlatior with nrognosis.
© determine the influence of chemotherany and chemoimmmotherapy

upon the irrunocorpetence of these patients with malignant melanoma.

TEGINICAL APPROAQH

The details are lengthy and specified in the original SWOG protocol.,
Nuplicates are kept on file in the Clinical Investigation Nepartment,
WBAMC, and are available won request.

PROCRESS

Lo patients were cntered in FYS0,

CTATIE D tnroing




DEPARTMINT OF CLINICAL INVESTIGATION
W{LLTAM BEAUMONT ARMY MEDICAL CTNTER
1. PASO, TEXAS 79920

IWTALL SHEFT

TITLE: SWOC 7613 Combination Chemotherapy for Advanced Soft Tissue Sarcomn-

WORK UNTT NO: 79/22

PRINCIPAL INVESTICATOR: MAJ P.C. Farley, MD

ASSOCIATE TNVESTIGATORS:

OBJECTIVES

To determine the maximal effective chemotherapy induction regiren for
natients with disseminated soft tissue sarcomas who have probability
of response -30%. To determine if cycling the use of adriamcin and
maintenance with CY-DIC-DACT increases the duration of CR's treated
initially with A-DIC,

TEQINICAL APPROAQH

The details arc lengthy and specified in the original SWOG protocol.
Muplicates are kent on file in the Clinical Investigation Department.,
WBAMC, and are available upon request.

PROGRESS

This studyv rhase has been closed by SWOG. No patients were entered
at WBAMC.

STATUS:  Terminated




D} PARTMENT OF CLINTCAL INVESTIGATION
STLLTAM BEAUMONT ARMY MEDICAL CENTER
L1 PASO, TEXAS 79920

DETAIL SHEET

LTV swoe 7630 (hemotherapy of Advanced Prostatic Cancer
; WORK UNTT N0 7a/23

; PRINCIPAL. TNVESTIGATOR: MAT P .C. Farlev, ™D

ASSOCTATE TNVESTICATORS:

! OBJECTIVES

‘ To compare the rat~ or response of hydroxyvurea to a two-drug combination

Lo of adriamvcin and cvclophosphamide in patients with advanced carcinoma -
of the prostate who have measureable disease (Stage D-bone metastases or

extrapelvic disease).

4 To corpare the duration of survival in patients with no measureable
! discase treated with one of the treatment regimens.

To estimate the response rate to each crossover regimen in patients
that have been treated and did not respond to one of the regimens.

TEGINICAL APPROAQH!

‘he details are lengthy and specified in the original SWOG protocol.
{ Duplicates are kent on file in the (Clinical Investigation Department,
L WBAMC, and are available upon request.

t This <tudyv phase has hbeen closed by SWOG. Mo patients were entered at
. WRAMC.

STATIIS . Terminated
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DEPARDENT OF CLINTCAL INVESTIGATION
WILLTAM BEAUMONT ARMY MIDICAL (INTER
Pl PASO, TEXAS 79520

DETAIL SHELT

TITLE:SWOG 7632:  Combined Modality for Recurrent Breast Cancer

WORK INIT NO: 79/24
PRINCIPAL INVESTIGATOR: MAT P.C. Farley, MD

ASSOCIATE INVESTIGATORS:

OBJECTIVES

Establish the survival of breast cancer patients when treating the
first recurrence with a coordinated hormonal chemotherapeutic approach.

Determine the efficacy of a response to the antiestrogen Tamoxifen
in predicting response to ablative surgerv.

Correlate hormonal manipulations with cstrogen and progesterecne
receptors where possible.

TEQINICAL.  APPROACH

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

No patients were entered in TYS80.

STATUS: Ongoing
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DEPARTMENT OF CLINTOAL TNVESTIOAT DO
STLLTAM BEAUMONT ARMY MDICAL (INTIR
L PASO ) TEXAS 70020

DETALL SHEFT

LIS oe 76350 Combined Modalite for Limited Squamous Carcinors of .-

WORKN TNTT N7 /05

PRINCTIAL TNVESTICATORSAT . ¢, Farley, MC

ASSOCTATE INVESTICATORS:

OBJECTTIVES

To determine whether chemotherapy with adriamyvcin and/or irrmmotherapy
with levamisole, irprove median survival of split-course radiotherapy
n=ed alone in the treatment of patients with limited extent, squarnous

trenchecenic carcinoma.
To determine the qualitative and cuantitative toxicity of each
treatrent recirnen.

TEQINICAL APPROAH

The details are lengthy and specified in the original SWOG protocol.
rlicates are kept on file in the Clinical Investigation Department,
BAMC, and are availahle upon request.

PROCRESS

Two patients were entered and both expired. This studv phase has
hecn closed by SWOG,

L

STATHS . Completed
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PROCRESS

Lonatients were entered in Y80,
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DEPARTMENT OF L EOAL INVTSTIONT TN
CTULTAMOBLAIMONT ARMY CEDICAL CTNTTR
T1OTATE L TS Tauon

DAL SHEH

e T 4

47050 dherelrmuiotheray for “altiple *Nolorn ST«
VT Al ve M der induct ton Therapy s VT v AN .

)

- = evvamisele for Marnteninee
B T N S

LOOTEAL PNV STICATOR: MAL PoL Farlev, MO

TOUEATE OVESTTCATORS

OBJTCTIVES

Toocorpare the effectiveness of three intermittent nulse cherotherapy

corprinat tons VMCP + VCAD ve W+ ABAR ve P far induction of
~oorssions in previously cntreated patients with endtiple mveolora,
o will also be comared with other corbination cherotherapy
ments in nrevious SWOC stndies, esnecially AP treatment in
O THIE and creviows studies of TP ocorbinations .

viooatients rreven to nave at least a T5% tumor regression after
cilwetior, te cormare the value of 12 months of chemnimmumotherapy
Sorvtopance AT o+ Tovam cele n ocomparison to \MP alene.

cooora Lo taseline cnd sertal data on immunologic status in these

THOITNTOAL APPROACT

Seedermags are tengrhy and specified in the original SWOO protocol.

Irg-ircates are Fept on fite in the Ylinical Investigation DNepartment,

SEAMC L and are available upen reaguest.

PROCGRESS

e catient was entered and expired.

STATS D Cormleted
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i nduction Therany
WORK I S /28

PRINCIPAL DMTSTTONOR: YA P Tarlev, D

ASOCTATE PPATSRTICATOPS

DECTINES
lo compare the effectiveness, in teme of rate of response twe chore
irrunotherapy reaimens (TP + Levamisole ve (10 Tevamieole B¢
against (HOM for remission induction in previous imtreated cotierss
with non-tlodakin's hvmphoma

For natients nroven to he in complete remission after induction, tr
corpare the duration of decumented corplete response obtaine Do
continued maintenance irmmotherary with Levamisale ws ne raivtenas
therany.

For natients with impaired cardiac fipction (mot cligible for troatre::
with Adrtamycin) ) with mecosis funpoides, or with enlv o rartial resenao
to 11 courses of treatment with (HOP-Levarmisole-B0G, to cstimute
corplete response obtained by continued chemoimmmothers with (1rd
Levanisole.

To estimate the (05 relapse rate in patients with Jitfuse hemple
shen @3NS preophyvlaxis with intrathecal ovtosine arabineside s weed.

To continue to ovaluate the Lopact of syvstomatic restaeing of
~atients judeed to be in complete remission and the value of
cxvert hematoratholom reviaew of diagnostic material fror all cases.

Tooestablish baseline and =erial waata on irmumolocic statute in beth
cherormunotherany eroms .

TTAINTCAL APPROAH
The detalls are lensothy pnd enecified in the orieinal WG rrotecel .
Dinlicate: are bept on Yile in the Clindcal Investication Tepartrent
PEAMC D and are availabie amon reauest,

PRI

woonatients vere entered in PYSe.

STATTIS S (neaine




DEPARTNIT oF oL PO TPVESTIOATTON
WILLTAM BEAIDMONT AR MEDTCAL CENTTR
P PASE, TEXAS 70020

DETATT SHETT

SEOG TTIT Diagnostic Studies for Patients with Adenocarcinomn
Vit of Umknown Origin

PRINCIDAL DATSTICATOR:MAT P LCL Tarley, D

ASSOCTATE INVTSTICATOPRS

OB TECTIVES

vo determine the vield of variows diagnostic procedures in finding the

site of tumer origin in patients who present with metastatic adenocar-
cinera with ne obvious nrimary source.

cormare the cfficiency of conbination chemotherapy using Fluoroura-
cil, Adriarvein and Ovtoxin ve. Fluorouracil alone the palliative

nanagerent of patients with metastatic adenocarcinoma of unknown oriqin,

To assess the hematologic toxicity of the chemotherapy recimen on
treated natients.

TEFAIINTCAL APPROA(T

pe details are lencthy and specified in the original SWOG protocol .
Inpiicares are Kept on file in the Clinical Investication DNepartment,
LM A arve available upon reouest.

PROCRISS

s study nhase has peen closed by SWOG, No patients were entered
At WBAMC,

STATUS: Terrinatod
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INCPARTMINT OF CLINTCALL INVESTICATION
WILLTAM BEAUMONT ARMY MEDICAL CINTER
EL PASO, TEXAS 79920

_DETAIL SHEFT

SO 77250 Continuous 5-Drug Induction with Intermittent
QT vs PF + Jevamisole for Maintenance in Patients with
Lstrogen Peceptor hegative Breast Cancer

WORK INTT NO: 79/30

TITLE:

PRINCTPAL TNVESTICGATOR: MAT PLCL Farley, MC

ASSOCTATT INVESTIGATORS

OB.JECTIVES

To determine the respective effects of lLevamisole on the duration of
response and survival of patients with advanced breast cancer -
currently treated with maintenance cherotheranv after a successful
remission induction trial of continuous Cooper regimen.

To acarulate data on immmologic variables under the conditions
of chemotherapy alone and combined chemotherapy and irmunotherapy
with Levamisole of advanced breast cancer.

TECHNTCAL. APPROAQ!

The details are lengthv and spgcified in the original SWOG

nrotocol. Duplicates are kept on file in the Clinical Investigation

Department, WBAMC, and are available upon request.
PROGRESS

This study phuase has been closed by SWOG. No patients were
entered at WBAMC.

STAIT s Terminated




PEPARTMENT OF CLINTCAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL CENTER
EL PASO, TEXAS 79920
DETAIL SHEET
SWOG T727/28:  Skin Test Procedures for SWOG 7727/7728

TITLL:

FORK INTT NOT 79 /33

PRINCITAL TNVESTIGATORMAT P.C. Farlev, MC

ASSOCTATE INVESTIGATORS

OBJECTIVES

'n determine remission induction rates, remission duration, survival
and toxicity in patients with disseminated malignant melanoma treated
with BONU, hydroxvurea and DTTC(BID), plus lLevamisole, and intermittent
“ingie hirh dose NTIC plus Actinomyein D in a prospective, randomized
clinteal studv.

TETINTCAL APPROAGH

ihe details are lengthy and specified in the original SWOG protocol.
uplicates are kept on file in the Clinical Investigation Department,
SRAMC, and are available uvon request.

PROGRESS

Gwo patients were =kip tested. This study has been closed by SWOXG.

CTATHS: Completed
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DEPARTMENT OF CLINTCAL TNVESTIGATION
WILLIAM REAUMONT ARMY MEDICAL (EMTER
EL PASO, TEXAS 79920

DETAIL SHEET

SWOr 7738:  Combination (hemotherapy of Pancreatic Adenocarcinoma
TITLE: Wwith Mitomvein €, 5-F', and Streptozotocin, Phase 171

WORK INIT NO:  79/32

PRINCIPAL. INVESTIGATOR: 1,TC P.C. Farley, MD

ASSOCIATE INVESTIGATORS :

OBJECTIVES

To determine the response of pancreatic adenocarcinoma to either
5-fluorouracil and mitomvcin C with or without streptozotocin.'

TEAGINICAL APPROA(I

The details are lengthv and specified in the original SWOG protocol
Duplicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

This study was dropped hy the Southwest Oncology Growy. No
patients were entered from this institution.

STATUS: Terminated




DEPARTMENT OF CLINTCAL IMNVESTIGATION :
WILLTAM BEAIRONT ARMY MEDICAL (TNTER '
FL PA=0, TEXAS 79920 .

NETALL SHEET

SWOR 7802:  Adjuvant Therapy of Soft Tissue Sarcoma with
WORICANTT NOTO/33

PRINCIPAL INVESTIGATOR: MAT P.C. Farley, MD

ASSOCTATE INVESTTGATORS

j OBJECTIVES
‘ To determine whether combination chemotherapy with A-DIC can improve
X the results in terms of disease-free survival produced by adjuvant N
’ raciotherapy in patients with soft tissue sarcomas Stage 11B and IT1
at hirgh risk for recurrent disease.

! To determine anv difference in toxicity between patients receiving
hoost radiation therapy to the scar with Cobalt 60 or electron beam.

To determine anv difference in lcoal recurrence rate or disease-free

‘ survival hetween patients with adequate surgery and those without
adequate surgerv.

TEQINICAL.  APPROACH

- The details are lengthy and specified in the original SWOG protocol.
’ plicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available unon request.

PROCRESS

This studyv has been closed by SWOG. No patients were entered at WBAC.

STATUS:  Terminated
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DEPARTMINT OF CLINICAL INVESTICATION
WILLTAM BEAUMONT ARMY MEDICAL (TNTER
El. PASO, TEXAS 79920

NETATL SHEFT

Swowt 7804 Adjuvant Chemetherapy with 5-1110 Adrenarvein and
TITII-"\thmCiF (C (FAM) vs Surgern Alone for Patients with Locally
——==" Advanced Castric Adenocarcinoma Phase 11

WORK. INTT NO:70/34

PRINCTIPAL TMTSTICATOR: MAT P.C. Tarley, MD

ASSOCTATT. TMVESTICATORS

ORJECTINES
To determine the efficacy of adjuvant cherotherapy with 5-1lucrcuracil,
Adriamvein and Mitorvein-C (FAM) on the disease-free interval and
survival of patients with ThM stage-croups TR, 1C, 1T and TIT gastric
adenocarcinoma cormrarced to potentially curative surgery alone.

TEQINTCAL APPROAGH

The details are lencthy and specified in the orivinal SWOG protocol.
Iuplicates are kept on file in the Clinical Investigation Departrment,
WBAMC, and are available unon reauest.

PROGRESS

“o natients were entered in FYS80

STATUS:  Ongoing
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DEPARTMENT OF (LINTCAL TNVESTTOATTON
STLLTAM BEALMONT ARMY MEDICAL CTNTER
Ll PASO, TEXAS 79920

DETAIL SHEET

TITLL St 7811 Broin Metastases Phase T11

WORKUNTT N 70 /38

PRINCIPAL. INVESTICGATORMAT P.C. Farlev, MD

ASSOCTATE INVISTTCATORS :

OBJECTIVES

lo determine the cffectiveness of combined radiation therapy and i
metronidazole (Flagyl) in the treatment of patients with brain i
metastases from priman malignancies outside the central nervous
svstery, comared with radiation therapy alone, as determined by
ohjective response (brain and/or CAT scan) and/or increase in
functional neurologic level and duration of response.

To determine the toxicity of multiple dose administration of
retronidazole and radiation therapy.

TRAINICA. APPROAQ

The details are lengthy and specified in the original SWOG protocol.
Inmlicates arc kept on file in the Clinical Investigation Department,
"PAMC, and are available upon request.

o natients were entered in FYSO.

STATHS:  Ongoing

"4




PUPARTMNT oF CLINTCAL INVESTTOATTON
WITTEAM REAIMONYY AR MEDTCAL (INTTR
FLOPss ) TENAS 79920

DITTALL SHEET

PTTLE ;oo T823/23/25/260 ROAP-AICAP in A\cute leukemia, Phase 111

WORK IRT N 70 /5

PRINCIPAL AT STIOATORMAT VL€ Fartev, MD

ASSOCTATE DATSTICATORS:

OB.TMCTIVES

To compare the efficacy of the 4-drug cormbination chemotherary regiren,
ROAP (Rubidazone, vincristine, arabhinosvl cvtosine, and prednisone! to
ADNAP (the same combination using Adriamvein in place of Rubidazone) in
adult acute leukemia, as determined hy remission rate, remission Juration
and survival.

To determine the comparative toxicity of these regimens.

To determine whether late intensification therary at 9 nmonths after
complete remission will improve longterm, disease-free survival.

To determine whether immunotherapy using levamisole for 6 months
after 12 ronths of corplete remission on chermotherapy irproves
disease-free survival.

To determine reproducibility of the FAB/histologic classification and
correlation to response to therapy in 200 consecutive cases of acute
leukenia.

To study the effects of intensive supportive care in the ranagement
of acute leukemia.

TTAINTCAL APPROAQH

The details are lengthy and specified in the original SWOG protocol.
Muplicates are kent on file in the Clinical Investication Departrent,
EBAMC. and are available upon request.

PROGRESS

Two patients have been entered. (ne is currently undergoing studv
and the other expired.

STATUS: Ongoing
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DEPARTMENT OF (LINICAL ITNVESTIGATION
WTLLTAM BEAIMONT ARMY MEDICAL (INTER
I PASD, TEXAS 70920

DETALL SHEET

SO 78280 Combined Modality Therapy for Extensive Small-Cell
HTII:Carcinora of the Lung. Phase TI1T

WORK UNID NO: o T0/37

PRIMCIPAL TNVESTIGATOR: MAT PLCL Farlev, MC

ASSOCTATE INVESTTCATORS

OBJECTIVES

Te irprove the cormlete resnonse rate and long-term disease-free
survival of natients with extensive small-cell carcinoma of the
hime.

Toode five, vualitate and aquantif the toxicity of each regimen emploved.

To cormare the officacy of two non-cross resistant regirens (cell-
avele specific ve. cell-cvele-nonspecific) during induction.

To determine vhether administration of a second, non-cross-resistant
recimen in consolidation can convert stable disease or partial
rosronse to a hetter auality of response.

to detemine the offect of irtentional, early altemation of non-
cross-resistant regitens on the complete response rate.

T determine whether "reinduction” at 24 and 52 weeks has a
favoral i ¢ifect on respense duration and survival.

U0 determine whether administration of intrathecal methotrexate
4t "reinduction' can affect the incidence of non-brain CNS relapse.
TEAINICAL APPROAGHT
ihe details are lengthy and specified in the original SWOG protocol.
Munlicates are kert on file in the (Clinical Tnvestigation DNepartrment,
"RAMC, and are available upon request.
PROGRESS

Tue natients have been entered. e is stable with evidence of diseasc
and tae other expired. This study has been closed by SWOG,

STATHS: Corpleted
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL CINTTR
EL PASO, TEXAS 79920

DETAIL SHEET

SWOG 7835: High Dose Vincristine, Prednisone, Hvdroxyuria +
TITIE: Cvtosine Arabinoside (HOAP) in the Blastic Thase of Chronic
Granulocvtic lLeukemia, Thase ITI
VORK. UNTT NO: 70/38

PRINCIPAL TNVESTIGATOR:  yaJ p.C. Farlev, ‘D

ASSOCTIATT. INVESTICGATORS :

OBJECTIVES

To evaluate the effectiveness as determined bv remission rate, of
the combination of high-dose vincristine, prednisone, hvdroxvurea,
and cytosine arabinoside (I'0AP) for remission induction in patients
with the blastic nhase of chronic granulocytic leukemia. High-dose
vincristine is used here to indicate the administration of a dose of
2 mg/M without limiting the total dose to 2 mg.

To corpare the effectiveness of this regimen in myeloid versus
lyvmphoid blastic transformation, and in patients with poor prognostic
characteristics, namelv hvperdiploidy and lack of terminal
deoxvnucleotidvl transferase (TdT).

To evaluate the value as determined by median duration of remission
and survival, of an intensive intermittent regimen of cvtosine
ahrabinoside, prednisone, and vincristine in the maintenance of
remission.

TEALITCAL. APPROAGH

‘he details are lengthv and specified in the original SWOG protocol.
Duplicates are kept on file in the €77 “:zal Investigation Department,
WBAMC, and are availahle upon reauns.

P RUSS

No natients were entered. This studv has been closed by SWOG.

STATUS:  Terminated
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DEPARTMENT OF CLINICAL INVESTICGATION
WITLTAM BEAUMONT ARMY MEDICAI. CENTER
ELL PASO, TEXAS 79920

DETATL. SHEFT

Snoe Ta03/7961 0 Study for Prior MOPP Failures Without Prior
LAY Anthracycline
WORK IMTT ONO: TG/30

—
e

PRINCTPAL INVESTTCATOR:MVAT P, Farley, MD

ASSOCTATY IMATSTICATORS:

OBJECTTVES

Te evaluate the ceffectiveness, as determined by response rate, of the
17 combination of chermotherapy for remission induction in patients
vttt advenced [Stages 111 or TV) Hodgkin's disease who have not had
crior chemotherany and in those with prior MOPP (no anthracvclines).
‘o assess the lenath of wmmaintained remissions after intensive

indict ion with ten courses of treatment with (HOP and after docwunenta-
t'or of CR by restaging.

To cvalunte the desree of noncross-resistance of (HOP in MIYD failures
in terms of remissier ipduction, duration of remission and survival.

fo commire the toxicities and side cffects of the 'OP regirmen to those
af pn

THTTOAL APPROACH

The details are Tenothy and srecified in the original S0 protecel
mmplicates are kent on file in the Clinical Investigation Departrent,
SRAMO, and are available upen request,

PPOGRESS

N

o patients were entered.  This studv has been closed by SWOG.

STATUS : Terninated
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DEPARTMENT OF CLINICAL DNVESTICATTON
WILLTAM BEAIMONT ARMY MEDICAL CINTER
EL. PASO, TEXAS 79920

DETATL SHIET

SKOC 7814 A Comparison of 'ethothexate and Cig -Platinum
,r”.w_for Patients with Advanced Sauamous Cell Carcinoma of the
———Head and Neck

WORK UNTT N0 79740

PRINCIPAL T'ATSTICGATOR: MAT P.C. Farley, MD

ASSOCTATE IMYTSTICATORS:

OBJECTIVES

The objectives of this studv are to determine whether cis-platinun
will give a superior responsc rate and/or a longer remission duration
than methotrexate in patients with squamous cell carcinoma of the
head and neck region.

TEQINTCAL APPROACH

The details are lengthy and specified in the original SWOG protocol.
Inmlicates are kept on file in the Clinical Tnvestication Department,
WBAMC, and are available upon request.

PROGRESS

Me patient was entered and has expired. This studv has been
closed by SWOC,

STATIS: Cormleted
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DEPARTMENT OF CLITOAL INVESTTGATTON
WITLTAM BEAIMONT ARMY MEDICAL CTNTER
Pl PASO, TUXAS 70020

e e -

DUTATE ST

~waoc 7T Uls-diarmanedichioroptatime in Refractory
Diaserinated Yalionant Melanoma
WORRENTY

A}

LS LIRS

TR o
Sl NAT UL Farlev, MD

PEDACTPAL T

NI T ONTOR

OBJECTIVES

coodetorrine the efficacy of hich intermittent doses of cis-
drapronedicliororiatinum (11 (NSC-110875, CACPY in patients
Wt b onced mmtienant melanoma refractory to hidher nriority

nrotocolsrs,

To determine the nature and extent of toxicity of this agent with
the use of 1V hvdration only or TV hvdration and mannitol
diares i

CTTARTICAL APPRANA

e details are oot and sreecified in the original SWOG

crotocol, Tpeticates are bert on file in the Clinical Tnvestigation
Derartmect LAY el are avatlab e wpon request.

BERTIAI NN
) At et proro S T il s been clased by SWOG,

AT Temrnated




DEPARTMENT OF CLINTCAL INVESTIGAT TN
NILLTAM BEAUMONT ARMY MEDICAL QYNTHR
L PASH, TEXAS 79920

DETATL SHIET

o A Comparison of Development of Sensitivity te Penicillin
MTLED in Nermal and Atopic Individuals

WORK UNIT ND: go/1

PRINCTPAL TNVESTIGATOR: [TC 1.5, Mansfield, ™D

ASSOCIATT TNVESTIGATORS : . tlarold S. Nelson, Fitzsimons AMC

CBJECTIVES
To determine 1f people with allergic disease manufacture more 1gi
antibodv after receiving penicillin. It would be hoped to

evaluate this in the relation to normal individuals.

TRINICAL APPROAQCH

Patients receiving penicillin for therapeutic reasons were tested
before and after administration of oral penicillin.

PROGRESS

Data is being evaluated for formal presentation and manuscript.

STATHS: Onpoing

81



DEPAPTENT Of CLINTCAL WTSTIOATTON
STRLTAM BEAIMONT ARMY MEDTCAL CINTTP
FDOPASD D TEXAS Taazn

ETATL SHETT

"re-Indaction Screenine for Reversible Rronchospastic

LUt isease

CPISCIDAL DA STICATOR: O ML Richey 11T, PEID

OB JVCTIVES

codetermine f pre-induction history, phyeical examination and
anleerary Dinetion testine can be used to identify and screen

o adirecs orth reversibhle airway disease. To identify those

B el it borderline pulvonary function, and prospectively
Tate their nulponary function with symptoms encountered

Bosqe o training. Inothose patients with borderline pulmonary

Sption, to attermt to correlate the level of hypoxemia during
oxerciae, s determined by oan ear oximeter, with the individuals

)

aoilite to corfom durine BCE.

THIINTOAL APPROAH

Lror arnroaeriats pedical explanation cach BCOT recruit will fill out
; ratre roparding his family history, nersonal adstory, and
ot ool History rvecardire vulmonary diseases.  While beine held
ot e “tinp o station, Ft Bliss cach recruit will wnderge pulmonany
HETE O tudies to include ¥V, TRy, FER1/FVC, 11F25-75 and 1T:F-g g5,
Teoeoapdividna s with subtle srirometric abnoymalities {i.e. reduced
Crermirat flows) or with a positive past medical history or
Se e Distore Jor asthma, havfever, frequent "TRI's" or dvspnea on
rrooee v il e tested for static lung volumes, and will be given
Sl WY eweccise asthma protocol, with bhronchodilators. Those
Jie bave tnd aprosed PRT abpormalities or abnormal histories sugpestive
S ocwdrenare dizease will beoctudied with exercising testing: patients
Al e cxercrsed onoa hicecle ergometer for Stage 1 and Stage T1
oo, Pesting heart rate, ninute ventilation, and oxyeen satura-
Conoas deterrined byvoan car oxireter will be determined.  Exercise
wortbewds will he increased by 25 watt seconds each minute. During
e Tast 15 seconds of cach one minute period, the heart rate,
tooventtilation will be determined. Ixpired pas analysis will also
perfomed. The test will be continued until a heart rate of 80%
v the ape adiusted madmm heart rate is attained or until the patient
fatreue-. Darine exercise, each patient will be monitored clectro-
cardioorartiicallv, AT basic trainees who develop pulmonary sviptoms
Lirine traipine will bhe referred to one of the investigators for
ot ion andt tryeatment. After basic trainine, all individuals
coeluded i the stude will apain be questioned reearding their pul
cviay rmitope, A individidls with new symptors will be re-
dbhiat ot Petpespect ve analvais of preinduction puimonarny fimctions

H




Work Unit No. 80/4

and preinduction symptoms will be carried out to determine if
anv single factor accurately predicts pulmonary symptoms during basic
training.

PROGRESS

None

Status: Terminated

.
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DETALL SHEET

AR Pvaluation of Thyrotd Hormones in Alcoholic lepatitis

CORECIRTT NO:I8N/E

PRINCIPAL DTSTICATOR: YA M, Anees, 'D

ASSOCT AT TNATSTICATORS:

OB TFCTIVES

Jhe objective of this study is to delineate the phvsiology of
thvroid hormone wnder the stress of alcoholic hepatitis. The
intent 1s to Jdetermine 1f a defect in thvroid hormone metabolisn
calsts and i so deternine if the defect is a lack of deiodination
ol throxine 7147 or as a reversal of iodination.

TENTCAL. APPROACH

twenty patients classified as acute alcoholic liver hepatitis
w111l be entered into the study. Blood (10 ml) will be drawn on
thie day of admission for T4, T3, and rT3 studies. These studies
w111l be repeated two more times at weekly intervals during the
course of the hospital stav. Control studies will be performed on
rontine thyrotd function study patients considered to be nomal.
Stetistical cormarison of normal versus test patient thyroid
studies w11 be made and evaluated.

PROGRESS

This i+ a pewly activated nrotocol. No results are available.

STATUS D npoing
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DEPARTMENT OF CLINTCAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL CINTER
El. PASC, TEXAS 79820

DETATL SIFET

The Hematologic § Metabolic Status of Sickle Cell Trait
TITW : Individuals Following Vigorous Exercise

WORK IMIT NO: 80/10

PRTMCTPAL IMVESTICATOR: LTC P.C. Farley, MC

ASSOCTATE INVESTIGATORS:

OB TECTIVES

The degree of sickling, hemolysis, plf change, mvolvsis, and
hematuria will be assessed in sickle cell trait individuals
as corpared to normal controls while undergoing vigorous exercise.

TEQINTCAL APPROACH

Approximately 50-70 heterozvgous sickle hemoglobin patients and

a like number of controls will bhe ohserved. The appropriate hlood
and urine studies will be performed on these individuals at their
place of training while engaged in the phvsical activity.
Individuals mav be asked to participate more than once in the study
if thev deronstrate anv departures from normal. The phases of
investigation will be (a) screen incoming black recruit population
for sickle cell trait and other heterozyvgous sickle cell states.

(b) ™ velunteer controls and subject individuals obtain baseline
(BC, serum chemistry, hemoglobin electrophoresis and urinalvsis
during in-processing. (c) Tdentify subgroups of study subiects
according to the level of hemoglobin S and degrec of hvposthenuria:
load of phvsical conditioning and body habitus. (d) Contrast the
subgroups of studv participants with each other and with a control
group while they undergo the PT test of their training nrogran

with the following parameters: Changes in (BC, electrolvtes, ruscle
enzymes, serun free hemoglobin, and % of sickling of red blood cells,
urinary sediment content and assav of urine mvoglob'n and hemoglobin
(e) PRecords to be kept - consent form of participants. Routine
WBAMC data flow sheets will he used to record results. (f) During
inprocessing of recruits we hope to ask their cooperation in joining
the study and will present them with a consent form describing the
need to obtaip blood and urine samples. Individuals who are asked
to participate on more than one training occasion will be required
to sign a consent for each occasion. (g) All of the above is to be
coordinated with the training cormmand.

PROGRESS

Me screening session was nerformed in May 1980, A full scale
studyv will hopefully be started soon.

STATUS: Mnaoing




DEPARTMENT OF CLINICAL [XNVESTIGATION
STLLTAM BEAIMONT ARMY MEDICAL (INTEP
EL PASO, TEXAS 79920

DETATL SHEET

Lrospective Study of Mannitol in the Prevention of Radiopraphic
I sContrast Induced Acute Renal Failure

PORK U N 3n/11

PRINCIPAL TPAVSTICATOR:  MAT CUW, OLD, MD

ASSOCTATE INATSTIGATORS:

OBJECTIVES

i The obdective of this studv 1s to perform a prospective, randomized
and double-blind studv of the possible protective effects of mannitol
in nreventing acute renal failure induced by radio contrast media.

TEAQINICAL  APPROAG

Aprroximately 20 subjects in each of two groups for each procedural

cateyory will be studied. The firs* procedure will be intravenous

mvleography, but such proceaures as coronary angiography abdominal and
- cranial angiography mav also be studied. Patients will be ages 18 and
) ahove, active dutv, dependents, and retired. The patients will be
rrmdomized blindly and either receive 500 cc of dextrose 5% water or
W00 cc of dextrose 5% water plus 5% mannitol within one hour of the
runowr'-mhn rrocedure.  Additional volume supplementation will be at
the discretion of the attending physician. The amount and tvpe of
1 contrast materinl used, and the tvpe of procedure, as well as additional
data, will be recorded.

Patient selection will be based upon anv patient with a serum creatinine
of 1.7 to 4.0 meq/l.. Both inpatients and outpatients will be selected
for this investication. Patients will have an initial MAS drawn prior
to radiocontrast procedure and submit routine urinalysis and spot urine
for sodium and creatinine. The above studies will then be repeated 24
hours after the procedure, and 72 hours after the procedure. If a risc
in the serum creatinine 1is noted then that particular patient will be
followed on an individual basis. The group will be analvzed for
differerces by Student's t-test.

PROCRESS
Approximately 16 natients have been entered. The study will end with

20 patients. The clinical observations which led to this protocol
have been published (Lancet 19:885, 1980).

AT onpoing




NEPARTMENT 0OF CLINTCAL INVESTIGATTON
WITLTAM BEAIMONT ARMY MEDICAL CINTTR
ELL PASO, TEXAS 79920

DETAIL SIEET

An Investigation into the Effects of Cromolvn Sodium on
TITLE:Nonspeci {ic Bronchial Hivheractivity

WORK UNTT NO: 80/16

PRINCIPAL. INVESTIGATOR: 1TC L.E. Mansfield, MD

ASSOCIATE INVESTIGATORS:

OBJECTIVES
To evaluate whether cromolvn sodium administration will cause a
decrease in non-specific airwav hyperreactivity. To determine if
this diminution will be associated with a favorable clinical responsec.

TEQINTCAL APPROACH

Asthmatic patients will use cromolvn by inhalation in a double-blind
cross-over trial. Bronchial hyvper-reactivity will be monitored by
monthly histamine challenges. Twenty nonpregnant adult asthmatic
patients not requiring corticosteroid therapv will be selected. Thev
will be advised of the purpose of the study and hav it will be carried
out. Anv subject with a history suggesting a risk of renal or hepatic
dvsfunction will be excluded. This study will begin in October and end
in March, at which time the code will be broken. TIf the results
suggest significant benefit for cromolyn patients, the active therapy
will be offered to all patients and the study continued for six more

months.

Fauipnent for this nrotocol has not vet arrived, but is on order.
The technical staff of the Allergy and Clinical Immmology Service
is being trained in the techniques of bronchial provocation. Sympton
score sheets md record materials are being assessed.

STATUS: Mngoing




|
|

v ——————

PDEPARTMENT OF CLINTCAL INVESTIGATTON
WILLTAM BEALMONT ARMY MEDICAL CINTHP
EL PASO, TEXAS 79920

DETAIL SHITT

('linical Bvaluation of Renal Cortical Imaging Utilizing 99mlc-
ST Hidney Scintigraph

PRINCIPAL TMATSTTCATOR:LTC I Henrv, MD

ASSOCTINTT PVESTICATORS .

CBIECTIVES

"o detemine the usefulness of 99”Tc-Kidney Scintigraph in studving

renal blood flow and renal anatomy. Intended for use in high resolution
and/nr romgeraphic imaging for evaluation of anatomic detail. Ispeciallv
rmortant {or snace occurying lesions and renal trauma.

TEAINTCAL APPROACH

A series of adult patients who require renal radionuclide studies for
dragnostic purmoses will be studied in detail and compared with our
standard renal agents. The imaging protocol is as follows:

1. Rapid imapes of the Kidnevs will be obtained with an Anger
Scinti lation Camera during the first 30 seconds following injection
of 99rIc-IMSA. These views will be used to evaluate the agent as a
vascular flow agent.

2. Initially static images will then be ohtained over the kidnevs
for the tiext 15 te 30 minutes to qualitatively cvaluate early renal
wtake of radionuclide and to determine its usefulness as a fast renal
inaging agent.

5. Initially sequential static images will also be obtained at
varving tine intervals to evaluate the ontimal imaging time for this
agent.

4. After the results of the above steps are evaluated in the
first 20 natients, a madified imaging protocol will be developed for the
remainder of the study based upon the usefulness of the early static
images and ontimal imagine tine.

5. For individual patients, the standard posterior views 1111 be
supplerented by obliaue, lateral, anterior and pinhole views as required.

The patients to be studied under this protocel will meet the following
criterin: (1) Nonpregnant and over the age of 18, unless special
indications for studv exist. (2) All will have cither known or suspected |
alteration of renal function or anatomic morphology, i.e., no subicct
without mmifest or snspected disease will be studied.
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work Unit B80/18

PROGRESS _

Patient entrv is awaiting completion of the scintillation camera room,
which should occur early in calendar year 1981.

STATUS: Ongoing




DEPARTMINT OF CLINTCAL INVESTIGATTION
WILLTAM BEAUMONT ARMY MEDICAL CENTER
EL PASO, TEXAS 79920

DETALL SHEET

WAMC 7915 Prevention of Gonadal Damage in Women Treated with
TITLL - Corbination Chemotherapy or Radiotherapv Below the Diaphragn
== {for tlodgkins or nonllodgkins lymphoma

WORE (0T N0 g0

PPINCIPAL INVESTICATOR: LTC . Farlev. MC
JC P, v, MC

ASSOCTATE DATSTICATORS :

OBJECTIVES

To nrotect the ova and follicular cells from ionizing radiation or
cherotheraneutic damage and death by putting these cells at rest
Jduring active therapv.

TECHNICAL APPROAQH

fhe details are lengthy and specified in the original WRAMC protocol.
Mplicates are kept on {ile in the Clinical Investigation Department,
ERAMC, and are available upon request.

PROGRESS

This is a newlv approved WBAMC protocol. TPatient entry is expected, but
the total muber is mnticipated to be small.

STATUS:  Onpoing




DEPARTMENT OF CLINICAL INVESTIGATTON
WILLTAM REAUMONT ARMY MEDICAL CFNTER
Fl. PASO, TEXAS 79920

DETAIL SHEET

TITLI: SWoG 7827 Combined Modality Therapy for Breast (Carcinoma, Phase 111
WORK [NTT NO: 80/20

PRIMCIPAL INVESTIGATOR: LTC P. Farlev, MC

ASSOCTATT. INVESTICATORS:

OBJECTIVES

1. To compare the disease-free interval and recurrence rates in estrogen
receptor positive (ER+) premenopausal patients with Stage IT disecase,
using corbination chemotherapy alone versus combination chemotherapy and
oophorcctomy .

2. To compare the disease-free interval and recurrence rates in
estrogen receptor positive postmenopausal patients with Stage 11 discase,
using combination chemotherapy plus tamoxifen versus tamoxifen alone
versus corbination chemotherapy alone.

-. To compare the disease-free interval and recurrence rates in all
estrogen receptor negative (FR-) patients with Stage 1T diseasc using
one versus two vears of combination chemotherapy.

4. To compare the effect of these various adiunctive therapy programs
unon the survival pattems of such patients.

5. To correloate the I'R status with disease-free interval and survival.

TEQINICAL APPROACH

The details are lengthy and specified in the original SWOG protocol.
Muplicates are kept on file in the Clirnical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

lxcellent progress is bheing made with patient accrual. Four patients
have been entered.

STATUS:  Ongoing
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DU PAPRET OF CLINICAL INVISTICATION
EILLTAM BEAIRONT ARMY MEDICAL CENTIP
FL PASC, TUXAS 70020

DETATI SHEDT

TITLY - awon 7027/28  themotherapy for Multinle Myeloma Phase 117

CORINIT N go/01

PRINCIPAL I'NVESTIGATOR: [TC p. Farlev, MC

ASSOCTATE INVESTTCATORS

OBJL.CTIVTS

1. To compare the effectiveness of four different drug combinations
for remission induction in nreviously untreated patients with
miltiple mreloma. Results will also be compared with those fronm
similar theraries in recently completed Southwest Oncology Group
studies,

l. Por patients with a 75% tumor reduction; to evaluate the

role of 12 months of chemotherapy maintenance with VCP or V(P plus
levarmisole, when corpared with previous experiences.

TEQINICAL  APPROA(H

Me Jdetalls are ijengthy and specified in the original SWOG protocel.
aplicates are kent on file in the Clinical Investigation Departrent,
2HAMC, and are available upon request.

PROGRESS

‘ur o twe oatients are tolerating the regimen very well,

STATHS . Ongolng




NEPAPINGNT F CLINTEAL DATSTICATION
WTLLTAMC RISIRONT APV MUDICAL (TR
F]PASO, TENAS Tou2n

DITTATL SHEFT

TITLI: SWoc 7924 Multimodal Therapy for Limited Spall CGell Carcinors of

the Lung
WORK INIT N0 0722

PRINCIPAL INVESTICATOR: [7¢ p. Farley, MC

ASSOCTATE INVESTICATORS:

OBIECTIVES

1. To detemine the efficacy of sequentially nltemmating, rutually

noncross-resistant, multidrug regimens in remission induction and
intensification therapvy in ratients with limited small cell lunge
carcinoma.

2. To determine the value of chest-radiotherapy added to intensive
svstemic chemotherapy in reducing chest recurrences, and in irprove
ment of survival.

5. To determine the relative efficacy and toxicity of low-dose,
extensive chest radiation when used in close chronologic scauence
with svstemic rultiagent chemotherapeutic regimens.

4. To determine whether radiotherany ports should be set accordin:

to tuwior size prior to or after induction chemotherapy.

5. Vo deterrmine the value of combined svstemic chemotherapy and
radiotherapy in the control of bulky chest disease.

TEANICAL APPROAH

The details arce lengthy and specified in the original SWOG protocnt.
Duplicates are kept on file in the Clinical Investigation Departrent,

WBAMC, and are available upon request.

PROGRESS

Lo patients were entered in 1Y80.

STATTS S meoing
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DEPARTMNT OF (LINTCAL INVESTICAT Tow,
WILLTAM REAIRPONT ARMY MEDICAL (TNTLR
L PASO ) TEYAS 79920

DITATL SIEET

An Pvaluation of Three Papid Monradioisotonic Methods for the
URSE JImmne Cormlexes in Human DMisease

VOPRE IRITIT NOwgn /23

PRINCITPAL IMVESTIGATOR: ETC Lyndon I, Mansfield, MC

ASSOCTATY PATSTICATORS:  Robert Frederick, PhD,DAC

OBJECTIVES
To evaluate three different rmethods to detect irmune corplexes in

hran aisease. Tt 13 hoped to find the one or two most useful
ethods throurh clinical research and in patient surveillance.

TECHNICAL. APPROACH

Three rethods will be used to measure immme complexes: laser
nerhelometer, an enzyme linked assay, and latex agglutination
inhibition. These will be compared to (0 radioimumoassay in their
ability to detect preformed human immme complexes.

PROCRESS

aterial supnlies on order.

STATHS: ineoing




DIPARIMENT OF CLINICAL INVESTTCATION
WILLTAM BEAIMONT ARMY MEDICAL CENTIR
Lo PAso) TEXAS 79920

CDETATT SHEET

The Development of an Inzvme Linked Assav to Measure v
TiT1r: Alleroen Specific ntibodies of the Immmoclobuline © and
B (lass
WORK UNIT No: o 80/24

PRINCITAL TNVESTICATOR:  LTC Dyndron E. Mansfield, MC - Allerev

ASSOCT AT INATSTIGATORS:  Robert Frederick, PhD, DAC

ORJECTIVES
To modifv the enzyme linked immmmoassay developed to measure alicroen

specific Tel antibodies to the measurement of allergen specific 1ol
and Tyl antiboedies.

TEAINTICAL  APPROAQH

Mlergen will be chemically bound to polvethvlene tubes or nlastic
microtiter plates. [lighly specific rabbit antisera to IgG and T¢M
will have either alkaline phosphatase or calactosidase enzvme attachod
to it. The nlates or tubes will he lavered over with human allvreic
sera obtained at various times during allergen immmotherapy .

Thev will be washed and then relavered with "labeled” anti oG or (oM.
\fter incubation the nlates or tubes will be washed. A solution
containing the proper substrates for the enmyme will he added to the
nlates. The enzyme driven reaction will cause a colorimetric chanwe
in the =olution. The results will be read visually and in 2 svoectree
photometer.  The results will be compared to the radicirrmoerreciyita-
tion method which will be performed in the usual fashion. The nran
sera used has been previeusly obtained and evaluated by the radie-
imrumoprecinitation at Titzsimens A Medical Center,

PROCRIISS

‘aterials on order.

CTATHE D neoinge
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEFAUMONT ARMY MEDICAL (TNTER
LEL PASO, TEXAS 79920

DETA: "

. Assessrent of Hematologic anu Ncurologic Abnormalities in the
TITLE: Young Alcoholic Patient

HOPXINIT NO: - 80/26

PRINCIPAS. TNVESTIGATOR: LTC P, Farley, MC

ASSOCIATE TPVESTICATORS :

OB.JECTIVES

To determine if hematologic abnormalities exist in the young
alcoholic population in the absence of liver disease or severe
nutritional deficiency. To determine the degree of intellectual
impairment and presence of peripheral neuropathies especially in
the voung alcoholic patient.

TEQINICAL  APPROACH

All natients admitted for alcohol detoxification or alcoholic liver
disease will be considered study subjects. No invasive procedures such
as bone marrow biopsy or liver biopsy will be proposed as part of the
studv. However, if the patient's physician obtains such a biopsy, we
will use the data. (BC, SMA 12, serum folate and blood smear will be
ohtained routinely. Patients who are anemic will have a red cell
folate and serum Fe and IBC also collected, and other studies as
indicated to evaluate the anemia. In addition to the above routine
evaluation,the patients will be asked to consent to the following:

(1) Liver sonogram study, (2) Clinical examination by neurologist,
(3) Cranial C.T. Scan (when machine is available at WBAMC), (4) WAIS
Test (Wecksler Adult Tntelligence Scale). Most patients consent to
enter the Day Care Treatment Center for two weeks after admission for
detoxification. Ideally this will be the period of time when studies

are obtained.

PROGRESS

Rapid accrual of studv subjects is being realized. All phases of
the studv are running well.

STATUS: (ngoing
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] DEPARTMFNT OF CLINTCAL INVESTIGATION
WITLTAM BEAUMONT ARMY MEDICAL CFNTER 1
EL PASOH, TEXAS 79920

;_ DETAIL SHTET

‘ The Use of a New Multitest Applicator in the Fvaluation of
TITLE: the Clinical Ffficacy of Allergen Immunotherapy ]

! WORK UNIT NN: 80/28

PRINCIPAL INVESTIGATOR: LTC L.I'. Mansfield, MC

: ' ASSOCTATT TMVESTICATORS:

OBJECTIVES |

To assess the value of using a new device called the multitest ~
in the use of serial skin tests to monitor the efficacy of allergen
irmunotherapy .

TECHNICAL ~ APPROACH

i Thirty adult natients who are to begin immmotherapv will be entered
' into the study. The nature and the purpose of the studv will be
explained to them.

Each natient will have an immunotherapv set prepared for them. This
3 will be that which is clinically indicated for them. On the dav when
they begin their immunotherapy program, they will have a specimen of
blood drawn. They will be tested by the prick-puncture and by the
multitest device to the following: 10 serial dilutions 1:200 to 1:200 00
J for the!r treatment mixture; dilutions of 1:100 to 1:100,000 of cither
ragweed or Russian thistle allergen (depending upon the patient's
sensitivity). The rultitest device will be placed so that the top
1 part of the device touches an imagineryv line drawn through the point-
of the scapula. A terplate will be used to assure a constant location
for the titrated puncture test. For uniformity prick-puncture test will
be done on the right side of the back two inches from the spine. The
multitest will he on the left side of the back two inches from the spine.
The serum obtained prior to irmmotherapy and at maintenance will be
evaluated for the presence of Igh, IgG, and IgM specific antibodv to
ragweed and/or Russian thistle allergen.

PROGRESS

The initiation of this studv awaits order of the materials.

e

STATUS:  Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BFAIMONT ARMY MEDICAL C(FNTER
FI. PASO, TEXAS 79920

DETALI. SIEIT

Direct and Indirect Radionuclide Cystography in the Detection of
r Vesicoureteral Reflux

TITL

WORK [NIT NO: 80/31

PRINCIPAL INVESTIGATOR: LTC H. tlenry, MC

ASSOCIATE INVTSTIGATORS:

OB.JECTIVES

1. To detect and quantify vesicoureteral reflux.
2. To provide early detection of any deterioration in renal function.

TEQINTCAL _ APPROACH

Patients with known vesicoureteral reflux will be studied by computer-
ized radionuclide renal imaging and direct radionuclide cystography.
The radioactive phammaceutical used will be 99nTc-DIPA. These studies
will be performed on the child's regularly scheduled followup visit to
the Urology Clinic, in lieu of further radiographic examinations. A
flon sheet will be completed on each child that is studied and copies
retained bv the Nuclear Medicine and Urology Service.

PROGRESS
Of six natients studied the direct method shows gcreater sensitivity

for detection of reflux than comparable radiographic studies, i.e.
I\ and retrograde cvstogram.

CTATUS:  Onpoing

a8
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTIAM BFAUMONT ARMY MFDICAL CTNTER
EL. PASO, TEXAS 79920
DFTAILL SHEET

A Randomized Trial of Chemotherapy and Radiation Versus
Radiation Alone in the Treatment of Advanced Non-small Cell

Lung Cancer
WORK UNTT NO: 80/32

PRINCIPAI, INVESTIGATOR: LTC P.C. Farley, MC

TITLE:

ASSOCTATE INVESTIGATORS:

OBJECTIVES
To determine the efficacy of combination chemotherapy with 5Fu,
Vincristine and Mitomycin as measured by response rate and survival
benefit in patients with advanced non-small cell lung cancer.
TECHNICAL APPROACH

The details are lengtly and specified in the original protocol.
Duplicates are kept on file in the Clinical Investigation Department,

WBAMC, and are available upon request.

PROGRESS

This protocol has been forwarded to the Clinical Investigation Review
Board, HSC, for review. Approval had not been received at the end of

FY80.

STATUS: Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATI(N
WILLTAM BEAUMONT ARMY MEDICAL (ENTER
EL PASO, TEXAS 79920

DETAIL SHEET

TITLE: The Effects of Beta -2-Adrenergic Agents ir Irmunoglobulins
WORK UNIT NO: 80/33
PRINCIPAL INVESTIGATOR: LTC Lyndron E. Mansfield, MC

ASSOCIATE INVESTIGATORS: Robert Frederick, PhD, DAC

OBJECTIVES
To establish in an animal model if the effects of beta-2-

adrenergic agents on irmunoglobulin levels are due to defects of
svnthesis or increased catabolism.

TEINTICAL APPROACH

Laboratory white rats will be used ror this experiment. They will be
grouped in units of ten animals according to the following plan.

Control groups: no medication

Terhutaline 125 mcg/kg twice daily for 4 weeks
Terbitaline 200 mco/kg twice daily for 4 weeks
Terbutaline 500 mcg/kg twice dailv for 4 weeks
Isoproteronol 375 mcg/kg twice daily for 4 weeks

O an oW

Mne week prior to beginning medications all animals will be immmized
with human gamma globulin (HGG). Just prior to beginning the medication
blood will be drawn and IgG, IgM, and IgA levels will be measured.
Sntibodv titer to IIGG will be determined. On the seventh dav of the
redication reeimen the rats will be given a booster of HGG along with a
primary irmmization of KUi. After the fourth week of therapy the rats
will have blood taken for the determination of immmoglobulins, secondary
response to HGG and primary response to KLil. TImmmoglobulins will be
measured by passive hemagglutination and radial irmumodiffusion. Anti-
bodies will be determined by passive hemagplutinatior.

PROGRESS

The materials and biologicals for this study are presently on order.
It is expected that the study will begin soon.

STATHS:  Ongoing
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DFPARTMENT OF CLINICAL INVESTICATION
WILLTAM BFAIMONT ARMY MEDICAL CTMTER
Ll PASC, TEXAS 79920

DETAIL SHEET

SWOG 7965 Treatment of Farly Squamous Cell Ca of the llead and
Neck with Initial Surgery and/or Radiotherapy Followed by
Chemotherapy vs No Further Treatment Thase T11

WORK_UNIT NO:  80/35

TITLE:

PRINCTPAL, INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTIGATORS:

OBJICTIVES

To determine if the disease-frce interval and survival of patients

in high risk categories of squamous head and neck cancer can be
improved by adjuvant methotrexate after initial surgery, radio-
therapy or both have resulted in no clinically evident disease (N.F.D.)

TECHNICAL APPROA(H

The deta*ls are lengthy and specified in the original SWOG protocol.
Dulicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

No patients were entered in FY80.

STATUS: Ongoing
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DEPARTMENT OF CILLINICAL INVESTICGATION
WILLIAM BEAUMONT ARMY MEDICAL CENTER
! El. PASO, TEXAS 79920

DETAIL SHFET
SWOG 7902 Combined Modality Therapy with Chemotherapy Radio-
therapy and Surgery in Advanced Previously Untreated (unresectable)
TITLE: Stage ITI § IV Epidermoid Cancer of the Head and Neck Phase III

Tt e m—

WORK UNIT NO: 80/36
PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

: ASSOCIATE INVESTIGATORS:

OBJECTIVES

1. To compare the survival of Stage III and IV squamous cell carcinoma

: of the tongue, oral cavitv, tonsil, oropharynx, hypopharynx and larvnx

] subjected to radiation therapy followed by surgical excision if -

E possible, versus survival of patients subjected to chemotherapy with :
Cis-Platinum, Oncovin, and Bleomycin (COB), followed by radiation

therapy and surgical versus radiotherapy and head and neck surgery.

/
TEGHINICAL APPROACH

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,

1 WBAMC, and are available upon request.

PROGRESS

{ No patients were entered in FY80.

STATUS: Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLIAM BEAUMNT ARMY MEDICAL (INTER
FL PASO, TEXAS 79920

DETAIL SHEET

SWOG 7808 Combination Modality Treatment for Stage IT § 1V
TITLE: Tlodgkins Disease MOPP #6, Phase III

WORK UNIT NO:  80/37
PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTIGATORS:

OBJECTIVES

1. To attempt to increase the complete remission rate induced with
MOP-BAP alone utilizing involved field radiotherapy in patients with
Stages III and IV Hodgkin's disease achieving a PR at the end of 6

cycles of MOP-BAP.
2. To determine if immunotherany maintenance with levamisole or con-
solidation with low dose involved field radiotherapy will produce

significantly longer remission duration over a no further treatment
group when CR has been induced with 6 cycles of MOP-BAP in Stages

IIT and IV Hodgkin's disease.

TEQINICAL APPROA(I

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,

WBAMC, and are available upon request.

PROGRESS

Two patients treated by us remain in complete remission.

STATUS: Ongoing




DEPARTMENT OF CLINICAL INVESTIGATIN
WILLIAM BEAUMONT ARMY MEDICAL CINTER
EL PASO, TEXAS 79920

DETAIL SHEFT

SWOG 7983 Radiation Therapy in Combination w/CCONU in Patients
TITLE: with Incompletely Resected Gliomas of the Brain Grade I § 1T,
Phase T11

WORK UNIT NO: 80/38

PRINCIPAL. INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTIGATORS:

OBJLCTIVES

1. The major objective of this studv is to compare the survival of
patients with incomnletely resected Grade 1 and 11 gliomas treated
with radiation alone versus radiation and CQNU.

2. To corpare the effectiveness of radiation therapy versus radiation
therapy plus CONU for remission induction and duration of remission.
Because many of these patients will have poorly or non-measureable
disease this will only be a secondary objective.

TEAINICAL APPROAGH

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,
WRAMC, and are availabhle upon request.

PROGRESS

Mne patient was cntered in FY80.

STATUS:  Ongoing
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DEPARTMENT OF CITNTCAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL CTNTER
EL PASO, TEXAS 79920

DETAIL SHEET

TITLF: SWOG 7985 Corbined Modality Treatment for FER-Breast Cancer Phase 111

WORK UNIT NO: 80/39
PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATT. INVESTIGATORS:

OBJLECTTVES

To compare disease-free interval and survival among control group
Stage I(and Stage II node negative) breast cancer patients whose
tumors are determined to be ER- at the time of mastectomy, versus
Stage I (and Stage II node negative) ER- patients treated with

adjuvant (MFV for 6 months.

To document recurrence patterns among untreated patients with Stage I
breast cancer whose tumors are determined to be FR- at the time of

mas tectomy.

TEQINICAL APPROAGH

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,

WBAMC, and are available upon request.

PROGRESS

No patients were entered in FY80

STATUS: Ongoing
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DEPARTMENT NOF CLINTICAL INVESTICATION
WILLTAM BEAUMET ARMY MEDICAL CINTTR
El PASC, TEXAS 79920

DETALL SHEFT

TIMLE: pxercise Induced Asthma in Basic Trainees

SORE UNTT NO: g /40

PRINCIPAL, TNVESTIGATOR: [T S.R. Smith,MD

ASSOCTATE INVESTIGATORS

OBJECTIVES

This study is undertaken to determine the incidence of exercise
induced asthma in basic trainees. The study will attempt to
identify these individuals by pulmonary function testing and the
Arerican Thoracic Societv questionnaire.

TEQINI CAL APPROACH

f.ach BCT recruit will fill out an ATS-DLD 78 questionnaire regarding

his familv, personal and medical history. Standardization of this
questiomnaire has previously been accomplished. While being held in

the reception station, Fort Bliss, each recruit will undergo pulmonary
function testing. Those individuals with subtle spirometric abnormali -
ties (i.e. reduced mid and terminal flows) or with a mild obstructive
ventilatory defect will undergo exercise testing. For the purposes of
this studv the yrading system devised by the Committee on Pulmonary
Physiolom, American College of Chest Physicians will be followed.
Although extensively used as clinical recommendations, the sensitivitv
and specificity of the questionnaires and pulmonary function tests are
conjectural. Statistical analvses will follow available guidelines.
I'xercise testing will be carried out on a bicycle ergometer. FExercise
workloads will be increased 25 watt seconds each minute. During the last
15 seconds of cach minute period, the heart rate, minute ventilation
will be determined. Fxpired gas analysis will also be performed. The
test will he continued until a heart rate of 80% of the age adjusted
naxirum heart rate is attained or until the patient fatigues. During
exercise, oxvgen saturation will be monitored with an ear oximeter. If
oxvgen saturation drops helow 75%, the study will he stopped. Spirogra-
phic tracings will be done at 5, 15 and 25 minutes after cessation of
exercise as well as at 10 minutes after inhaled bronchodilators.

After basic training, all individuals will again complete the ATS-DLD
questionnaire. Any individuals with new symptoms will be re-evaluated.
Retrospective analvsis of preinduction pulmonary functions and question-
naires will be carried out to determine if any single factor predicts
exercise induced asthma during basic training. Pulmonary function tests
will be comared with the nomals established by the VA-Army studv.

PROGRESS

This protocol was submitted and anproved late in Y80 and patient entry
has just bemn.
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLIAM BFAUMONT AP'% w:DICAL CENTER
FL P*50, (EXAS 79920

DETAIL SHEET

WRAMC 7810 Prevention of Gonadal Damage in Men Treated with
TITLE: Combination Chemotherapy/Radiotherapy for Hodgkins Disease and
- nonHodgkins Lymphomas

WORK UNIT NO:80/41

PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTIGATORS:

OBJECTIVES

To prevent permanent infertility and alterations in normal sexual
function caused by combination chemotherapy in the treatment of
Hodgkin's disease or nonHodgkin's lymphoma.

TEGHINICAL APPROACH

The details are 1engthy' and specified in the original WRAMC protocol.
uplicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

This protocol was approved near the end of FY80 and patients have just
begun to he entered.

STATUS: Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATION
VILLTAM BEAIMONT ARMY MEDTCAL CFNTER
EL PASO, TEXAS 794020

DETATL SHEET

Umbilical Cord lLactate, Pyruvate, Betahvdroxy Butyrate, pMm>
TITLE: pO2, and pH Value in Normal and Abnormal Pregnancies

WORK UNIT NO: 74/01
PRINCTIDPAL INVESTIGATOR:; LTC V. Daniell, ™MD

ASSOCIATT INVESTIGATORS::

OBJECTIVES

To studvy the effect of labor on normal pregnancies and pregnancics
complicated by placental insufficiency.

TR.AOINICAL APPROAQH

Maternal amiotic fluid, venous, umbilical arterial and urbilical
venous hlood samples will be studied for the ahove levels. The
results will be correlated with neonatal outcome and morbidity.

PROGRESS

Mthouch this project has been suspended a prolonged time it is
still considered worthwhile and will be conducted if conditions
permit. The original princiapl investigator has retired and a
new investigator has assumed the project.

STATUS: Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL (ENTER
ELL PASO, TEXAS 79920

DETAIL SHEET

Maternal and Fetal Plasma lLevels of Steroid Horrones in
TITLE: Normal and Pathological Pregnancies During Labor

WORK UNIT NO:74/16

PRINCIPAL INVISTIGATOR: (n[, 1,.L. Penney, MD

ASSOCTATE TNVESTIGATORS:

OBJECTIVES

To determine if a rapid assay of steroid homones would be of
clinical value if drawn at the onset cof labor from maternal vein or

fetal scalp.
TEGHNICAL APPROAH

Women in labor with a high risk for fetal distress from placental
insufficiency will be included as samples upon admission to Labor
and Delivery. The radioimmmoassay for estriol is being modified
by eliminating some steps and increasing the temperature during
incubation.

QONSUMABLE SUPPLIES

$78
PROGRESS

No additional patients have been entered. No further publications
after the FY79 report have bheen submitted.

STATUS: Completed
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DEPARTMINT OF CLINICAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL (TNTER
EL PASO, TEXAS 79920

DETAIL SHEET

TITLE:Estriol Production Rate Studies in Pregnant Women
WORK INTT NO:76/29

PRINCTPA], TNVESTIGATOR:  (COL L.L. Penney, MD

ASSOCTATE INVESTIGATORS:

OBJECTIVES

Determination of estriol production rates in normal pregnant women
and correlation in abnormal gestations with the clinical outcome.

TECQHNICAL APPROACH

I'striol production rates will be estimated by the infusion of
deuterated estriol into these women followed by subsequent serum
sampling. A measurement of the amount of deuteroestriol present in
extracted estriol samples relative to the total amount of estriol
extracted would indicate the rate of endogenous estriol synthesized
by the patient.

None.

STATUS: Temminated
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DEPARTMENT OF CLINTCAL INVISTICATION
WILLTAM BEAIMONT ARYY MEDICAL (INTIP
ELL PACSO ) TEXAS 79020

DITTALL SHITT

Correlation of Arniotic Fluid Cortiseol and the Yree I'striol
TITLL: Surge in Matemal Plasma

WORK INIT NO:  76/34

PRINCIPAL INVESTIGATOR: COL L.L. Penney, D

ASSOCTATT. INVESTIGATORS:

OBJFCTIVES
To confirm the amniotic fluid cortisol levels at varving gestational
ages. To correlate these levels with the matermnal free estriol
surge and the amniotic fluid L/S ratio and attempt to detemmine if
the cortisol increase is also nonlinear and, if so, if it preccdes
or follows the free estriol surge.

TEQINICAL APPROAQH

The amniotic fluid cortisol concentration and L/S ratios on cach
speciren submitted will be determined, as will plasma free estriol

and cortisol when each amiocentesis is performed. The indications

for amniocentesis will be based on currently accepted clinical criterin
and the decision for the procedure will be made by attending and
resident staff managing the patient. The analyses will be donc bv
radioirmmunoassay and TLC as presently performed in the RIA laboratorics.
The data will be subjected to regression analvsis and appropriate

rank correlation.

PROGRESS
Sixtyv-two study specimens were analyzed and the data presented at
the Amed Forces District Meeting of the American College of

Ohstetrics and Gvnecology in October 1977. A manuscript has been
submitted to Acta Ohstet fynecol Scandinavia.

STATUS:  Completed
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Hitra: tructural Investieation of Prostaclandins and Thear

R Precur<ors i the thoae tetal horieamionic Merbrane
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CUNOCT U e e age BLE b Remmann

DR TN S

determine 1t prostaglanding and their precursors can he
localized in feral membrane and to detect any change with thesce
iLoassociation with labor.

THINT AL, APPROACH

einge mdirect antibody labeline technique, nrostiaclandins were
tacped at oa ceilular level. The section was then imhedded and
ultrathin <ections made.

PROCRESS

Within the constraints of available personnel, rescarch on the
location of nrostaglandin Foy was resumed.  The work is mainlh
concemed with the nagative controls of the immmnohistochemical
reaction in human fetal membranes.  This work i< nresently
nrogressing < lowlv,

STATUS:  Mypoine

11.
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DEPARIMENT OF CLINTCAL DINVESTICATTON
WILLTAM BEAIMWNT ARMY MDICAL (INTER
ELPASO, TEXAS 79920

CDETALL ST

TTTH  tnhibition of Prepature Labor with Terbutaline

WORK INIG N0t == /ng

PRINCIPAL. DATSTIGATOR: 1 7¢ W, Daniell, M)

ASSOCTATE TATSTICATORS (ML 1..L. Pernev, MD

DR CTIVES

fo ~tud inhibitory effects of terbutaline on premature labor.

THCHNTCALL. APPROA(H

Patrent - with no contraindicating condition, such as nptured Baw,

intrauterine sepsis, or abruptio placenta will be treated for
nremature labor with either Terbutaline or a placebo.  After

admis<ion to the Labor and Delivery Suite, the folloving procedures

111 he nitiated:

"erbutaline should be bequn 0,25 mg subcutancously every 3
Soure . This dose mav be increased up to 1.0 mp subcutancous v
cvery 3 hours as long as severe matemal tachveardia, hvpotension
or fetal distress de not result. When contractions are stonped,
the dose and frequena should be reduced until patients are on
o e of terbutaline every 4 hours.  nce they have been stable

5

for 12 hours, they mav he begqun on oral terbataline, 2.5 me every

4 0 o hours te maintain control. At this point, the patient mav be

rran~ferred Yrom Labor and Deliverns to Ward 4. TPatients still

havingy some uterine activity on this dose of oral terbutaline mav
4

be increased to 5.0 mp of terbutaline every 4 to ¢ hours if tolerated.
¢ oral terbutaline should be continued until 36 weeks estimated
e tational ape is reached, at which time 1t should be discontinued.

b}
H

PROCRESS

Patient~ under thix revised protocol, recent v apnroved hy (TS6C

will be entered in Y81, A new principal investigator has assumed

thi. nrotocol.

TATHS D Ongoing

2
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAIMONT ARMY MEDICAL CENTER
EL PASO, TEYAS 79920

DETAIL SHEET

Study to Determine the Ability of Amiotic Fluid to Inhibit
: Crowth of T, Coli
TITH

——

WORK INIT N0: 7 7/06

PRINCIPAL DNVESTIGATOR:  OL David Boyce, MD

ASSOCIATE INVESTIGATORS : I.TC M. Seller‘s, phD', QL A. Killam, MD

OBJECTIVES
To devise an improved laboratory method for determining the
inhibitory propertv of ammiotic fluid.

TEQINICALL. APPROAGH

The growth and/or inhibition of a laboratorv strain of . Coli in
amiotic fluid as well as certain controlled media is to be
monitored by a technique using C14 tagged glucose in the various
culture media and monitored by the amount of 14 (N2 eluted as
measured in a liquid scintillation counter. Matermal and cord
blood serun zinc levels will be determined as well as the zinc

and phosphate ratios of the amiotic fluid. An attempt will be
made to correlate the inhibitory or noninhibitory effect of
amiotic fluid on the E. coli as well as the zinc and zinc/phosphate
ratios of this inhibitor effect to neonatal sepsis.

(PNSIMABLTY SUPPLIES

§1890

PROGRESS
A vresentation of preliminary data was made at the Armed Forces
District-American College Mbstetrics-Gynecologist in October 1978.
In addition to the manuscript previously excemted in this report
a letter to the editor of the J. Nucl. Med. has heen submitted.
Fork is currently in progress to isolate the peptide(s) responsible
for the hacterial growth, or metabolic, inhibition.

STATUS:  Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATTON
- WILLTAM BEAIMONT ARMY MEDICAL CINTER
EL PASO, TEXAS 79920

DETAIL SHEET

/ TITI . The Effect of Prostaglandin Synthesis Inhibitors on Uterine Rload

WORK INIT NO:  77/19

. PRINCIPAL. INVESTIGATOR:  ITC V.C. Daniell, MC

. ASSOCIATE INVESTICATORS: B.F.F. Reimann

OBJICTIVTS
Determine effects of prostaglandin synthetase irhibitors on uterine
blood flow in presnant animals.

TECINICAL APPROACH

Application of three different categories of acents will be considered.
The response of the uterine blood flow to specific arachidenic acids,
prostaglandin symthesis intermediates, and prostaclandins. This is
irportant because of the necessity to learn in what way the uterine
blood flow in influenced by each class of corpownds. The responsc of
the uterine blood flow to substances with a known ability to block
prostaglandin synthesis (e.g. acetvlsalicylic acid or indomethacin).
The response of the uterine blood flow to substances of unknown ability
to block prostaglandin svnthesis (e.g. phenvlbutazone) or to suhstances
which have shown, in varving studies, different reactions and conse-
quentlyv have vielded contradicting intepretations. l'ere particularly
the cannabinoids must be included. Drugs to be tested ir the study
include: 1) estradiol (known to increase the uterine blood flow) 23
indomethacin (known to reduce the uterine blood {low) 3) acetvisalicvlic
acid 4) phenvibutazone 5) cannabinol (CBN) 6) cannabidiolic acid (€Rh
acid) 7) (-)-trans-:.8 tetrahvidrocannabinol (delta-8-THM8) carnahidiol
(CBCY 10) (-)-trans-29 tetrahvdrocannabinol (delta-0-THC 1171 connabicveloel
((RCy) 12) olivetol 13) various prostaglandins (TRA,PCR, DAL TCE familv
memters)  Both nonpreemant and pregnant sheep will have electric blood
flow monitors implanted around the two uterine arteries. At the same
time, catheters will be placed ir bhoth the femoral arterv and vein with
their tips located in the common iliac artery or vein respectivelv.,  This
surgical procedure is 2 routine operation of our team (e.¢. =ce Killar,
et al, 1973). After recovery of the anirmals frorm surpery, the ewes will
be given estradiol to increase the uterine blood flow. Doses of indome
thacin and acetvlsalicylic acid are designed to give an indication of

the general reaction norm of cach animal. Doses of cannabinoids as
indicated above, individually or in combination with other drues, will

be infused into one of the uterine arteries through the first branch

of the uterine artery in the hroad ligement. The measured parareters as
a response to the medication are changes of pressure and flow rate, as
recorded throuch the implanted instruments. The uterine vascular
conductance will be calculated from the pressure-flaw ratio:

115 |
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Work Unit 77/19

Flow
Arterial-venous pressure

Conductance

i PROGRESS

! A attempt was made to measure cffects of cannabinoids, indomethacin

i and aspirin on uterine blood flow in dogs. The flow probe method groved
unsatisfactory. Late in FY80 1410 microspheres for baseline and 85Sr
microspheres for single point later perfusion determinations were

used in pregnant rabbits. This method is limited by being discrete,

as opposed to a continuous monitor such as a flow-probe, but is providing
! reproducible data. Controls have heen completed and study of the
cffects of MC are in progress.

STATUS: Ongoing

-~
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DEPARTMENT OF CLINICAL INVESTICATION
WILLTAM BEAUMONT ARMY MEDICAL CPNTER
EL PASO, TEXAS 79920

DETAIL SHEFT

A Comparison of Phospholipid Levels and Choline Phospho-
TITLE:transferase (CPT) Activity in Amiotic Fluid and Newbomn
Tracheal Fluid
WORK UNIT NO:  77/25%

PRINCIPAL TNVESTIGATOR: ITC W.C. Daniell, M

ASSOCTATE. INVESTIGATORS: (0L L.L. Penney, MD; David M. Rauls, PhD, DAC

OBJECTIVES

To determine if the level of phosphatidyl glvcerol (P7) and
phosphatidvl inositol (PI) or the activitv of choline phosphotransferase
could serve as an accurate index of lung maturitv.

TEQINICAL APPROAGH

Amiotic fluid, and neonatal gastric and pharnvngeal fluids which

are normally discarded, will be analvzed for phosphatidvl ¢lvcerol,
phosphatidyl inositol, choline phosphotransferase, and magnesium.

The levels measured will be correlated with the incidence and
severity of neonatal respiratory stress and hvaline merbrane disecasc.

CONSUMABLE SUPFLIES

$1041
Analvsis for PG revealed undetectible levels in 25-day fetal rabbit
lung following maternal treatment with either control (saline) or

steroid, Further refinemert of the PG methodolosy is being accom-
plished and additional animals will then be studied.

STATUS:  Ongoing

11”
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DFDAPTMENT OF (LINICAL DNOESTIAATION
WILETIM BEAMYT AR EDICAL (TNTER
FlPAST, TIXAS T020

DETALL SHITZT

Comparison of Usual Clinical and Laboratorv Measurements of
.., ‘lestational Age with Gestational Age Determined by Radioreceptor
A2 Assav (RRA) for HCG

WORK UNTT NO: 78707

PRINCIPAL. TNAESTIGATOR: CNI, 1..L. Pennev , MD

ASSOCTIATE IMVESTIGATORS :

OBJECTIVES
To confirm the accuracy of pregnancy dating within the first to
fourth weeks following ovulation reported by others with the use
of RRA for tICG. To correlate this data with other parameters of
fetal are as an assessment of the accuracy of these tests which
heretofore have relied on subjective, variable gestational age
ostimates (i.e. menstrual cvcle length, IMP, ctc.)

TEQINICAL APPROAGH

he study will be run as an adjunct to protocol 76/20, with
additional volunteers selected from the routine obstetrical clinic.
The HCG values will be determined by commercially available RRA.
'hese values will be available only to the principal investigator
it il the conclusion of the study, at which time the test, if
justified, mav be instituted as a routine study.

PROGRESS

In extablishing baseline data for this protocol, serum estriol, an
accepted laboratory parameter of gestational age, has been re-
evaluated. The work regardine the unconjugated fraction was renorted
last vear, Three additional manuscripts have been submitted and the
ahstracts are reproduced below:

1. Istimation of Gestational Age and Matermal Serum Steroid
Concentrations: Total I'striol.

Acute increases in maternal serum unconjugated e<triol between
35 and 37 weeks of pregnancy have been reported to correlate predictably
with gestational age. In this study total estriol was measured by
radioimmunoassay in an effort to define maturational surges. Statisti-
cally significant variations from predicted regression lines werc not
demonstrated in any individual patient or in grouped data.
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Work Unit No. 78/07

2. Variability in Unconjugated and Total Fstriol in Semm During
Normal Third Trimester Pregnancy.

We determined unconjugated and total estriol concentrations in
serum during the third trimester in 34 normal gestations. Data were
obtained weekly for 13 women for as long as nine weeks; 21 others
were studied daily for up to 15 davs. No correlation between birth
weight and either estriol fraction was demonstrated. Between-patient
variability was less for unconjugated estriol and was similar for
weekly and daily data. Within-patient variability was also less for
unconjugated estriol and, as expected, was less for dailv than for
weekly data. The CV for daily samples, within patient, averaged
13.0% for unconjugated estriol and 20.3% for total estriol. Our data
support the daily determination of unconjugated estrisl in serum,
evaluated for percent changes from single or mean preceding values,
as the preferred method of monitoring estriol during pregnancy.

3. Ratio of Unconjugated to Total Fstriol in Uncomplicated
Third-Trimester Pregnancy.

The serum unconjugated estriol, as a percent of total estriol,
has been determined in third-trimester pregnancies studied longitudinally.
The unconjugated fraction in any specific sample ranged from 4.1% to
21.6% of the total. The mean percent unconjugated estriol in 34
patients sampled 7 to 15 times each between 32 and 40 weeks of gestation
ranged from 5.3% to 13.6%. lHigher serum total estriol concentration
correlates with a lower percent of unconjugated. The mean percent
unconjugated decreases during the last eight weeks of gestation from
11.4% to 8.4% with a calculated regression line of Y = 23,323 -
0.368X. Thus, the concentration of serum unconjugated estriol is
relatively more constant. The majority of patients demonstrate a
narrow range of percent serum unconjugated estriol. These circum-
stances, combined with ease of assay, support the use of serum
wnconjugated estriol in pregnancy estriol monitoring.

Patients in the first two weeks of pregnancy have not voluntecered
in sufficient numhers and no more data will be collected.

STATUS: Completed
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DEPARTMINT OF CLINTCAL INVESTICATTON
WILLTAM BEAUMONT ARMY MEDICAL CINTER
EL PASO, TEXAS 79920

DETAIL SHEYT

Acid Aspiration Prophvlaxis with Cimetidine, Clycopvrrolate,

TITLE: and Antacids

ORI UNTT RO 78/08
PRINCIPAL INVESTIGATOR: LTC W, Daniell, ™M

ASSOCTATE INVTSTIGATORS :

OBJECTIVES

This studv will determine the relative effectiveness of three
different nreoverative premedication protocols in reducing the
risk of acid aspiration before, during, and after routine surgical
nrocedures.

TEINTCAL. APPROA(]

The effects of nremedication prior to surgery on gastric juice

volume and ptl will be evaluated in 200 patients undergoing elective
noneastric surgical procedures wnder general anesthesia requiring
intubotion. Patients taking medications that alter gastric secretion
or who have had a historv of castric surgerv will be excluded. All
patients will he NPO from 2300 the dav before surgen. The patients
w11l be randomly assigned to four treatment groups. The data to he
analvzed will consist of age, weight, sex, type of premedication,
tvre of surgcerv, tvpe of anesthesia, length of surgery, observed
asriration, and pil and calculated gastric secretion volume of intuba-
tion and extubotion collections.

PROGRESS

The staffing <hortace in Anesthesia has precluded institution of
the study.

AT Terminated
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DEPARIMUNT OF CLINICAL INVESTICATTON
WILLLAM BEAUMONT ARMY MEDICAL (INTER
EL PASO, TEXAS 79920

DETALL SHEET

RhoGiam Monitoring: Fetaldex versus Netection of Circulating
TITLE: Anti-Rho(D)

WORK UNTT NO: o 78/10

PRINCIPAL INVISTIGATOR:  ITC M. Sellers, MSC

ASSOCIATE INVESTIGATORS:

To compare testing for anti-D antibody in the serum of Rh negative
women receivine human anti-D camma globulin for the prevention of
Rh sensitization with the Fetaldex test for fetal RBC in matemal
blood.

TEAINTCAL APPROA(H

Fetaldex tests and the standard test to determine if anti-D anti-
bodies are present in the patient's blood 24 to 48 hours after the
Rhoiam will be done and the results compared. When possible Rh
sensitization will bhe tested for at 6 to @ months after delivery.

BmcRFﬁ

This project was assumed by Dr. Tane Stafford, (PT, MC, and the

data comiled for presentation at the Armed Forces Mstrict -
Arerican Collece Nhstetrics Gvnecology Meetine in Y80, The f{indings
are sumarized helow:

To date, 58 patients have been tested. (Four natients were excluded

from the study because of c¢lotted or incorrectly labeled blood sarples).
Mnlv one patient by our traditional method required a subsequent dosc
of Rhogam (her artibody screen was positive after the second viald.

The fetaldex study found 11 patients who required more than one vial of
Rhogarmn.  One of these reauired five vials {the same patient who required
two by our current method). Twenty percent of those studied would

have required more than one vial. Tollowup studies at six months will
be done on anv of these patients who are available to test for presence
of senm antibody,

The question of the nrorer wav to cvaluate candidates for Rhopam dose
has been debated previeusly.  Some sources have stated that failure to
wie a method to quantitate the amowint of fetal PRC's in matemal bloo!

(the Tetaldex or Kleihauer-Betke) is malpractice. One studv retrospectivelv
of 1,630 hospitals' method of detection compared to nusage of Rhoeam by vial
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NWork Unit No. 78/10

showed a significant correlation between use of an acid elution
technique (Fetaldex)and the use of Rhogam. More than ten times the
expected number of patients received mdtiple vials of Rhogam. This
study stated "the possible overuse of Rh immme globulin in some
laboratories using Fetaldex is probably due to incorrect interpreta-
tion of samples with minimal or no fetal cells.'" The scientific and
legal precedents are not sufficiently established to say that one
approach 1s better than the other. Our current method is cheaper

in terms of cost and technician time. In theorv, our method protects
the patient from the possibility that the antibodyv supplied has

been inactivated, not given properly or was not placed in the vial
by the drug manufacturer. To this date we helieve our data confirms

our helicf that the extra expense of the Fetaldex test and the cxpense

of additional Rhogam injections has not been found to be necessarv
in the treatment of Rh negative patients in our population.

STATUS:  Completed
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DEPARTMENT OF CLINTCAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL (CTNTER
EL PASO, TEXAS 79920

DETAIL SHEET

The Rele of Prostaglandins and Prostaclandin Synthetase
TITLE: Inhibitors in Hemorrhagic Shock

WORK INIT NO:  78/11

PRINCIPAL INVESTIGATOR: COL L.T.. Penney, b

ASSOCTATE INVESTIGATORS:

OBJECTIVES
To determine if prostaglandin levels are increased during

herorrhagic shock and if prostaglandin svnthetase irhibitors
improve or worsen an animal's condition in hemorrhagic shock.

TEARNTCAL APPROAH

llerorrhagic shock is induced in the standard method of Hardawav.
Serial determinations of prostaglandins and the standard phvsio-
logic parameters will he followed. Some of the apimals will be
given a saline placebo, others will be given a prostaglandin
synthetase inhibitor.

CONSUMABLYE. SUPPLIES

$1142
PROGRESS

Techniaues for quantification of the major prostaglandins from
nlasra are now available in the Clinical Investigation Department,
but no anirmals have been studied to date. The techniaues for
~rostaglandin analvsis may be utilized in other protocols, as

for exarmle 77/19.

STATUS: Terminated




DEPARTMENT OF CLINTCAL IRVESTIGATION
VILLTAM BEADMNYT ARMY MEDICAL CENTER
EL PASO, TEXAS 79920

DIFTALL SHITT

inhibition of the Vascular Fffect of 17:-lstradiol with
TITLE: Actinomvecin D

RORE INTT NO: 78/26

PRINCIPAIL INVESTICATOR: COL L.L. Pemney, MD

ASSOCTATE INVESTIGATORS:

OBJECTIVES

To determine if the vascular effect of 17¢ estradiol emplovs the
same nathwavs as the orawth promoting effect on the sex orsans of
rabbits.,

TFAXNICAL Ay ROAH

Actinomvein D will be given to rabbits in sufficient dosage to hlock
the growth promoting effect of estradiol 17-beta, which is a potent
vasodilator of the uterus as well as a potent growth promoter. If
the vascular effect of estradiol-17-beta is not affected nearly as ruch
as the growth promoting effect, this would suggest that the vascular
effect does not rely on transcription. Study rabhits will be divided
into random grouns, all will initially have their ovaries removed. A
femoral arterv and a carotid artery will be catheterized. Bﬁilinc
uterine blood flow will be determined by infusing 10-15 uCi Ce
microsnheres in the carotid catheter and sampling from the femoral
arterv. e .q/Fg of 17¢ estradiol with labeled uridine will be
civen and the control animals subdivided for study at hourly (or

less if needed) intervals to determine onset of increased blood flow.
An infusion of 30-40 .Ci °l1Cr at these intervals will be used to
calculate blood flow. All animals will then be sacrificed and
aliquots of uterine tissue for RNA quantitation and label incorpora-
tion will be analzvzed. The microspheres per gram of uterine tissue
and per organ will be determined. Subscquently repeat blood flow
studies will he done at the time at which control animals increased
their uterine hlood flow. These animals will receive actinomvcin

4 ma/Kg, cvclohexinide 20 mo/Kg, or purorvcin 200 ma/Keg 30 minutes
prior to hormene administration.

CONSIMART T SUPPLITS

$3707

PROGRESS

This studv was bemm late in IY80. Mean uterine blood in the intact
maturce rabbit has been determined to be 0.62 ml/min/gm. A decrease
to 25-30% of this value is seen by six davs post-cophorectomy. Base-
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Work Unit 78/26

line flow rermair unchanged between six and 69 davs postoperatively.
; In establishing the methodology and appropriate contrels to wuse 'hn
i determining qerfusion at separate times it has been found that e
' at ty with Sl¢r at 12 hours vields results at the latter time which
‘ are inconsistent.  85Sr has, however, proven satisfactorv as the
second isotope. Control animals to establish the validity of the
e technique, to demonstrate change with each of the planned diluents
o (propvene glvcol, ethanol, saline) and to determine the increasc
in flow following estradiol administration to the oophorectomized
rabbit are heing entered.

STATUS: Ongoing




DEPARTMENT OF CLINTCAL INVESTIGATLow,
WILLTAM BEAUMONT ARMY MEDICAL CINTER
El. PASO, TEXAS 79920

DETATL SHI'FT

TR Distribution of Group B Streptococcus
MWORN INTT NO: 78/27

PRINCIPAL TNTSTICATOR: AT R. Heath, 'D

ASSOCTATE INVESTIGATORS: Robert Frederick, "hly, DAC

OBJECTIVES

To determine where ffroun B Streptococci are seauestered in the
hodv of rabhbits after intravenous infusion.

TUAINICALL. APPROAQH

Anroxinately 24 rabbits will be given Croup B strep grown in redia
containine ¢ phosphate to make the organisms radioactive. The
rabbits will be sacrificed at 15 minutes, 1 hour, or at 12 hours
after the ipjection. llalf will be given live organisms and half
will receive killed erganisms. The blood, lung, heart, liver,
spleen, hrain, bovel (jejumm), adrenal lvmph nodes in the mesenteny
and para-aortic orea and thigh muscle will be reroved and a prortion
arerared for microscoric evaluation and autoradiosravhv. The
rerainder of the oreans will be comnted in the liquid scintillation
comter for radioactivity. The anount of radioactivity in the 15
minite croup will he cormared with the one-hour and 12-hour croups

to sce vhere the majority of the orgarisms are sequestered irmediately

after infusion and to see if the radicactivity of the orpanisrs is
redistributed from its initial position in the bodv.

PROGRESS
The principal investigator resimmed from the Arrv. Portions of the

stidv will be pursued, under other protocols, by the associate
irvestigator,

STATUS . Cormleted
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DETATL SHEEY

ITTLE s Provention of Tost desarean section fnfect rons-

WORE IR D e Tvod

PRINCIPAL PPV TTOAP R 00 w0, el b, Mo

ASSOCTATT 1S TTOATORS:

OBTTCTIVES

o detemine vhether the routine adrministration of venhinlin will fower
the incidence of vost-cesarcan section infectious rorbiditvy. there

is o 30-40¢ incidence of infectious rmorbidity 1f o woman 1= delivered
by cesarean section following labor with nptured amintic merbriaies
for longer than =ix hours. Trophvlactic administration of antibiotic
to patients wndergoine vaginal hvsterectomy has siond ficantly reduced
the rate of infectiows rmorbidity. Tt is heped that o antibietic
reoiren can be discovered which will reduce the infections rorbodre
associated with cesarcan section.  The cephalosporins have been s od
extensively for nronhvlaxis with vaginal hyvsterectoryv.  ferhabin wis
chosen because a single dose given prior to vaginal hysterectorn lias
heen shovn to he at least as edficacious as the standard 3-dosc
recirmen with cephloridine. Other studies involving antibiotics ter
po-t-cesarean section infections have net shown a consistent,
iymificant lowering of morhidity. Haowever, patients not in laber o
in labor for long periods of time have been included in these studies,
ae have selected a very high risk population and will test a 1-desc
recimen against o control nopulation.  nly those patients who have
had ruptured 8% ) labor, and intrauterine monitorine prior te Jeliven
=11l he entered in the study oroup.

TTANTCN. APPROAH

shen d voran 1s ontered into the <tudy she will be placed inte one
of two drue regiren erowps. A control who gets a single inicctio

of a pnlacebo intravenously at the time of cesarcan section, another
aroup who ¢ots a sincle shot of Cephalin, 1 ¢ram TV at the tire of
cesarcan section. TImhon discharee, both the mother's and the infunt '«
charts will be reviewed by a merber of the peripatal staff and a
listing of all the commlications compiled from a data sheet included
in the studv ond the chart itself, Patients with previous allerpic
reaction to nenicillin will not he included in the studv.

Croum T: DPlaceho at the time of cesarean section.

Crowur T1: Cephalin, 1 gram TV at the time of cesarean scction.




Work Unit 79/04

Additionally, in conjunction with Dr. Bovce's study on the influence
of amniotic fluid on bacterial growth, small samples of amiotic
flaid will be obtained through the monitoring catheter which is
routinely emplaced upon admission to the Labor and Delivery suite.
The inhibitory effect of these individual specimens with particular
attention to zinc levels, will be related to the ultimate result

in infectious morbidity. We hope to define groups of low and high
risk, one group benefitting from prophylactic antibiotic therapy,
and the other not.

PROGRESS

Seventy-two patients have participated in the study thus far. The
code will be broken in the near future.

STATUS: Ongoing
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DEPARTMENT OF CLINTCAL INVESTICATTON .
WTLLTAM BEAIMONT ARMY MEDICALL CINTER {
FIL PASO, TEXAS 70020

NETATL SHEET

Comparative Phase 111 Clinical Trial of Collatex Sponge and
TITLE: Diaphragn with Spermicidal Jelly

WORK INIT NO: 80/5

PRINCTPAL. TNVESTICATOR: (01 D Bovce, MD

ASSOCTATE TNVESTIGATORS :

OBJECTIVES

This is a studv to cormare the effective contraceptive and
accentance factors of the Collatex sponge with the more conventional
diarhragm with spermicidal icllyv.

TEANICAL APPROA(D!

Iach clinic participating in this trial will tave a sufficientiv larne
nurber of natients who desire use of barrier contraceptive netheds to
enroil at least 60 subjects during a one-vear period. A\ woman will

he adrmitted to the study only if she meets all of the following criteria:
1) 18-40 vears of age; 2) generally healthy; 3) no anatomical abnorra-
lities which might prevent successful use of the sponge or diavhramm:

4) sexuallv active; 5) not known to be infertile or sterile; o) freely
consents to narticipate in the studv; 7) at least two menstrual periods
since temmination of the last pregnancy; 8) can conveniently retumn

for followup. In evaluating and comparing the diaphragm with jelly and
the Collatex snonge, the following criteria will be examined: 1)
ircidence of accidental pregnancy; 2) incidence of allergic reaction,
vaginal infection, and other complications, if any; 3) rates of use
discontinuation and the reasons for discontinuation; 4) Lase of use:
5) regularity of use.

PROGRESS

None.

STATUS: Terrinated
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DEPARTMENT OF CLINICAL INVESTIOATTON
WITLTAY BEALMONT ARMY *EDICAL (INTTPR
FIOPASO D TEXAS 70420

WWTAIL SHEEY

v Prospective Pandomized Study of Vaginal and Abdominal Pelivery
s of the Low Birth Weipeht Yrank Breech Fetus

PRINCTPAL PMVTSTICATOR: (TC WL Daniell, MC

NCOCTATY TPXATSTICATORS

OB TCTINES
Fo detemine whether the wmcorplicated low birth weight frank bhreech
JRNEYBrY presentation in lahor should be delivered by cesarean
<cction or vaginal delivery in order to minimize matermal and neo-
natal rislts,

THANTCAL APPROAH

Parients presentinge to the labor and delivern suite of ecach of the
carticipating hosnitals with 1) a sinpleton frank hreech nresentation:
Jooat I8 to 36 wecks cestation or 1000 to 2500 prioand 3) with o cerv
cal dilitation of 4 to 7 cm, will bhe considered candidates tor the
st Patients with cervical dilitation of less than 4 o will be
wnaged for threatened nremature labor as per the routine of the indiwv
wmal institution. Matients with cervical dilitation mere than 7 o do
ot nrovide ~ufficrent time for proper entrv inte such a studv,  voe
of breech rresentation will be established by abdominal x-rav fetoeram.
atpmated pestational age will be based on MY, early sizing, when

P were first heard, quickening and e<timated fetal werght.  “wtemal
xorav relvirmetry will be carried out on all patients to assure adeauacy
of the maternal pelvis. The patient will be considered a candirdate for
thi <tudy onlv when the senior re<ident in consultation with -taft
attending agree that all the criteria for the stud have heen met.

PROGRESS

W oansufficient nunber of hosprtals participaod to make the mals
certor ~tudy meaningful.

SEVTE s e oinated
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DEPARTMENT OF CLINTCAL INVESTIGATTON
WILLTAM BEAUMONT ARMY MEDICAL CINTTR i
EL PASO, TIXAS 79920
: P
i NETATL, SHEFT
3
I'ffect of Terbutaline on Surface Active Phospholipids in i
TITLE: Adult and Fetal Lung
, WORK UNIT NO: 8079
PRINCIPAL INVESTICATOR: LTC 1,.C. Daniell, *D ‘
ASSOCTATE TNVISTIGATORS:  David 0. Rauls, PhD, DAC
J
OBJECTIVES 3
' To determine if administration of Terbutaline affects lung
' mituration profile in adult dog and fetal rabhit lhungs. .
) TEGINTCAL APPROAGH E
‘ : : L : i
‘ Wnesthetized adult heagle dogs will be studied in the first phase :
of the preoject. Thev will be given .5 mgm Terbutaline or placebo in W
250 ¢¢ of saline over a two-hour period. Tracheal bronchial washings
wsine <aline will he done at zero, two, four, and six hours wd the :
washines saved and analvzed for surface active phosphelipid content !
to determine if acute infusion of Terbutaline has affected the !
nhos<phol pid content in the hmes. In phase two, pregnant rabbits 3
with reature fetuses will he given Terbutaline or a placebe sub-
cutapcous v oover a 3-dav period. The animals will then be sacrificed
and the fetal and adult hues will be studied tor surface active
Shosoholipids te Jetermmine 1f o chanee has occurred,
CONSITAKLE SHPPLTES !
Sloda i
i
PROCPESS ;
Yoo bt obtarned te date e agmarizeds Terbutaline treateest boren 0
ot ratie seutele b D hours s corpared te o the contred s Y
ratio for the treated niral no loncer differed ctat-ticall v o
trel after Yonr hour.. The T oratto decreased cavniticant e Lt o ;
cr et treatod apl ocontrol amiral o e decr ase fror boas 1ot o '

+
t
Poarotmted too 0 37 decrease for the control crean oand v e 20y decre s
for the trcated cronr o Thar s repre-onts oo potentodl oorem ot

4
coratior ap o surfactant cualit durony the peried ander anes the a T
culd o e e exn il ned a0 e ffect of the rereated e oone ot
plrre o ae oan eftect of the wcoe thetros Voot e e gy ety
g edditional ctadies wath o tetal pabbat e Tanned,
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DEPARTMENT OF CLINICAL INVESTIGATTION
WILLTAM BFAUMONT AR'Y MEDICAL CENTER
El. PASO, TEXAS 79920

DETAIL. SHEFT

Comparison of Lffect of Fetal Lung Maturation of Premature
TITLE:  Rupture of Membranes and Terbutaline, a Beta Adrenergic Agent

WORK INIT NO: 80/13
PRINCIPAL INVESTIGATOR: Dr. L. Vaughn, MD, DAC

ASSOCTATE. INVESTIGATORS :

OBJECTIVES

To study effects on fetal lung maturation of premature rupture of
merbrane and compare these to patients who are in addition treated

with terbutaline.
TEL(HNICAL APPROAH

Amiotic fluid analyvsis of L/S and evidence of infection of
ohstetrical patients between 26 and 35 weeks who have premature
npture of membranes will be corpared to similar patients who
receive prophvlactic terbutaline.

(TSG disapproved this project.

AL Terminated
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1
Transvaginal Absorption of Pstrogens in Patients Following
TITLE: Pelvic Trradiation
WORK UNIT NO: 80/17
PRINCIPAL INVESTIGATOR: MAT I, Greenberg, ‘D
(OL L.L. Penney, M
ASSOCIATE INVESTIGATORS:
OBJICTIVES
j To quantitate serum levels of 17b-estradiol and estrone following
' vaginal application of the appropriate cream in patients who are
i post-irradiation of the vaginal epithelium.
. TEQINICAL APPROAQH f
y Patient volunteers who have received pelvic irradiation for non-

estrocen dependent neoplasms will he studied. All estrogen medica-
tions will be withdrawn for four wecks. Tight to ten patients will
be divided into two groups randomly. One grow will receive Premarin
1.25 mr and the other Fstrace 2 mg intravaginally. Baseline serum
estrone and estradiol concentrations will be obtained and repeated

at 30 minutes and at one hour, two hours, four hours, cight hours,
ad 24 hours following the medication. One week later the groups
will be reversed. Insofar as possible, patients will be matched
regarding age, diagnosis and amount of irradiation received.

OONSUMABLE SUPPLITES

$774

PROGRESS
six patients have been entered to date. The chromatography and
dubseonent RTA of estrone and estradiol have heen standardized
and sarple anatvsis will he conducted in Y81,

CEALTES S Mnvoine




DEPARTENT OF CLINICAL INVESTIGATTON
WTLLTAM BEAUMONT ARMY MEDTCAL (PNTYR
L1 PASO, TEXAS 79020

DETATL SITET

TR Placental levels of 5.-dihvdroprogesterone in Nomal Precnanc.
—=—=" and Those¢ Complicated by Pre-eclampsia

WORK T NO:
VORK LT ND: g o

PRINCIPAL INWTSTIGATOR: LTC W.(C. Daniell, D

ASSOCTATY DVESTIGATORS: David . Rauls, PhD,DAC

OBJECTTVES

. To determine if placentas of pregnancies complicated by pre-eclampsia
have a different concentration of 5:-dihvdroprogesterone than these
| of wcorrlicated pregnancies.

TEANTCAL APPROAAH

Placentas from normal and pregnancies complicated by pre-eclarmsia
111 be studied for their content of Sa-dihvdroprogesterone. After

consent has been obtained from patients who are admitted in labor,

the placentas ohtained at birth will be drained of blood and the
rerbranes excised.,  They will then be weighed and, using the mass-
spectrometer, presence and concentration of Sa-dihvdroprogesterone will
neodetermined. Concentration of Sx-dihvdroprogesterone in preqnancies
cormlicated by nre-eclampsia will be compared to that of normal
sreonncies,  Twenty patients in each group will be studied initially

and the mean levels of 5Sa-dihvdroprogesterone will bhe compared hy Student's
t-test.

p— q

OONSIMABLE SUPPLITS

$300 L
PROGRESS

Muantitation by cas liquid chromatography mass-spectrometry appoears £
to he feasible. Specimens are hbeing collected. g

STATTIS . Ongoing




DEPARDENT OF CLINTCAL [NVESTIOATTON
WILLTAM BEADMONT ARMY MIDTCAL (INTER
FlLPASD, TEXAS 79920

DETATL SHEET
\ W Tnvestication of the Fffect of Sunnlerental MNvoeen on
- rrrr s Chemically Induced Fat I'mholization
' ———
WORIDIRTT NO o 7a/24
| S
: PRINCIPAL. TNVTSTICATOR: (ML DAL Vichick, *D
]
; ASSOCTATE INVESTICATORS
OB CTIVES
Te detemine whether or not supplermental oxyveen prevents or lessons
the potentially lethal effects of chemicallv induced f{at ermboliza-
i tion in dogs.
i ! TECINICAL APPROAQ]
f (linical ohservations as well as lung scans are venerally accented
, as criteria for determination of the nresence of fat erbolisn svndrore.,
In this studv laboratory parameters and lune scans are obtained for a
five-dav neriod in beagles followine injection of oleic acid. This
data 1= collected from dogs supported on either room air or suprlerentil
ONXY oen.
PROCRISS

Animal testine was suspended termporarily in order to evaluate
nreliminan work for possible irmrovements in techniaue, includin-
discontinuance of oleic acid fer embolization. The facility for
nuclear medicine studies in animals has not been completed.

STATUS . noeing
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DEPATL SHEDPT

coreartrental Pressure Studies as oa Ieteminant for the wod
Yor Faciotort

POREINTT N TH/03

PRIVCTOV D pasTrearop: (ML DA Vichick, v

T TNUVTRTICATORS s G R HILD, MDY MAT TUWL Lwart, D

OB TCTIVES

srara finsultt to ruscles will be followed by an injun reaction
resultine in swelling (interstitial) (intercellular) of the involved
e beoor rascles. TH the traumatized ruscles are contained within
ionopcielding corpartment, increased intracompartmental pressure can
reach a level where it exceeds perfusion pressure {diastolic or venous
“ressure! although distal pulses may be present. As the pressure
within the compartment approaches the systolic pressure of the natient
there i< no tissue perfusion and the distal pulses are absent. Studies
in does hive shown that the tissue injury increases as the duration of
the tschemla increases.  The irpedance of capillary flow and venous
Sradpape will set g ostage for increesed swellina followed by increased
verows tinckage wntil the intracorpartmental nressures c¢on exceed the
arterial pressure in the small vessels of the involved misc'~:.  The
state of 1schemia caused by the increase in Intracormpartment.al
crossure can lead to necrosis and death of the involved ruscles.

Clirical sxperience has demonstrated the ability to prevent rmuscle
seoresi asoa result of increased compartmental/intracormpartmental -
cressure by merforming a fascictomy thus converting the closed and ]
ronvieldips space to an expandable area.  The clinical parameters

ot corpartment ovndrome are: (a) Increased circumference of the

oxtremity. (b Increased pain of the involved arca out of provortion Y
to the injury ad accentuated by voluntary motor effort. (<) De- f

crosed notor power of the involved ruscle group. (d) Necreased
distal sensation. (¢) Decreased quality of distal pulses.

ceochinieal criteria for a fasciotomy do not possess a high deorce t
of <encitivity inoindicating the necessity for fasciotom.  Thus ‘
rrors of omizsion (delaving tasciotomy too long) and commission /
cerforming fasciotory when it is truly not needed) are still more l

freauent than desirable. 1t has been determined by Whitesides, et al.,
that as tis-ue pressure readings equal or exceed 30 millimeters of
reroure, the ~atient must he carefully followed with periodic tissie
e oo readines and nonitorine of all signs and svimptoms of a closed
corartrent wondrome, Yurther, as tissue pressures arnroach or equal
the sataent o B talie pressure, a fasciotomy i definitely indicated.
Do e e 030 15 em of mercury should wsnally he the upper
it crer to ta crotormny vhen the diastolic pressure is in the range

156




Work nit 79/03

of 70 mm of mercurv. It was found that tissue recovery 1s escentiallv
complete after four hours of ischemia, but oniyv 50% complete after =aix
hours of ischemia. The damage is extensive and irreversible after
L eight hours of ischemia. The contained neurotissues are even more
P sensitive to ischemia than muscle and thus the duration of ischemia i-
4 even more critical following prolonged increase of intracorpartmental
[ ~ pressures.

A studv will be conducted in which intracompartmental pressures of the
anterior and posterior compartments of the legs, anterior and posterior
compartments of the forearm, and dorsal interosseous compartments of the
hand will be measured in various states of normal, stress and following
i disease or injurv. The intracompartmental pressure values will be
correlated with the clinical picture (pain, increased circunference,
decreased motor activity and/or sensation, and quality of distal pulses:.
When possible and feasible, the uninjured extremity will be used as o
control. During this study, fasciotomy will be performed using the
accepted clinical indications without regard to the values as determined
by the intracompartmental pressure studies alone.

Three categories of patients will be tested, each group consisting of
25 but not more than 50 patients. The categories will be as follows:

Group 1 - Normal volunteers (or noninvolved extremities of Group 3 patients).
Group 2 - Volunteers who will perform strenuous physical activity with

the involved extremity while compartmental pressures are monitored:
before, during and after activity.

Group 3 - Volunteer patients who by way of discase or injury arc sus-
pected of having increased compartmental pressures of the lower leg,
forearm, or dorsum of the hand.

A 22 or I4-pauge intracath will be inserted into the compartments to e
studied or in question, both in the lower and upper extremi tv followinc
a sterile preping of the area. The site selected for insertion will he
determined by the investigator. The areas where muscle is felt to be
compromised or to be normal will be studied primarily. Areas that
closely surround fractures or known hematomas will be avoided if possible.
The exact technique for recording intracompartmental pressures will be
the same as described by Matsen et al. During the study, the compart-
ment pressures will be obtained and correlated with the clinical picture,
a determination will be made as to whether intracommartment pressures
offer a significant advantage in determining the need for fasciotorny
over known clinical parameters. The risk of the studv to the wlunteer
participants is considered to be minimal and no greater than would occur
with anv intramuscular injection with a small bore needle.

PROGRESS

Appropriate equipment did not arrive until late in FY80. Patient
accessions have begun.

STATUS: Ongoing Lo
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL CINTER
Fl. PASO, TEXAS 79920

DETAILL SHEET

11T . Effects of Tourmiquet TIschemia on Svstemic Coagulation Mechanism

WORK UNIT NO: 79/10

PRINCIPAL INVESTIGATOR: (PT K..J. Guidera, MC

ASSOCIATE INVESTIGATORS:

OBJECTIVES

Deteymine if there are anv abnormalities of the clotting mechanism

created secondary to an extremity being under toumiquet ischemia
during surgeryv.

TE(HNICAL APPROACGH

The effect of surgical tourmiquet ischemia has heen investigated bv
multinle authors. Wilgis investigated the effects of this procedure
on serum pH, p02, specific gravity and serum solids. Other authors
such as Dahlback and Paletta have studied the histological changes
in striated muscle when under such a tourniquet compression.

The specific pumose of this investigation is to determine whether an
altered state of coagulation is being produced secondary to surgical
toumniquet ischemia. Several tests will be done to include platelet
counts, clotting times, fibrinogen levels, (PK iscenzvme levels,
fibrin degradation product levels and in some cases measurement of

clotting factor levels. TIn black patients, the sickling test will
he performed.

The subjects of this study will be adult active duty, retired, and
dependent patients undergoing elective hand surgerv. Children and
lactating or pregnant women will not be studied. No medication will
he adninistered to these patients other than routine preoperative and
intraoperative anesthetics. This studv does not involve the use of
rmedication. The patients will serve as their own controls. The
nhases of this investigation will include preoperative clotting studies,
intraoperative venous blood samples while the surgical tourniquet is
inflated, and postoperative plasma clotting studies. These sarples
will be evaluated while the patient is in the hospital and no further
followup should be necessary. The forms used to record the data will
be standard hospital laboratory reports.

PROGRESS

None reported.

STATNS:  Terminated
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DEPARTMENT OF CLINICAL IPATSTICATTION
WILLTAM BEAIMONT ARMY MEDICAL (TNTER
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DETATL SHEET

The Incidence of Visual-“otor Perceptual Problems in Persons
TITLI: with Traumatic Hand Injuries

WORK UNTT NO: 79/42

PRINCIPAL INVESTICATOR: MAT M.J. Baker, AMSC

ASSOCIATE INVESTIGATORS :

OBJECTIVES

To determine if persons with traumatic hand injuries have pre-existing
visual-motor perceptual problems which mav have 1led to their trauma.

TEQINICAL APPROAMH

It is recognized bv the Federal Government, school svstems, and medical
professionals that children may suffer from minimal brain dvsfunction
and/or developmental disabilities resulting in sensorv-motor integra-
tion problems or inability to perform classroom and play activities in
a manner appropriate for their age. In interviews of individuals with
traumatic hand injuries it appears that these individuals may not know
where their hands are in space and, therefore, suffer from a visual-
motor perceptual problem, a form of sensory-motor integration.

The Slosson Drawing Coordination Test is reported 'to screen out indi-
viduals suffering from serious forms of brain dvsfunction or damage
where eve-hand coordination is involved.'" "A reliability coefficient

of .96 was obtained for a group of 200 individuals, aged 4 to 52 vears."
This test does not screen out individuals with emotional problems due

to brain dvsfimction nor does it identify individuals with eve-hand
incoordination due to a specific visual-motor perceptual problem. The
Kinesthesia Test of the Southern California Sensorv Integration Test"

is intended to measure the capacity to perceive joint nosition and
movement.'  Although this test is standardized for individuals from

4 to 8 vears of ape, it is felt to be an indicator of individuals unahle
to perceive thelr extremities in space, that is, visual-motor
perceptual dvsfunction.

a. The specific pumose of this studv is to determine if
individuals with traumatic hand injuries also have a pre-existing
visual-motor perceptual problem as measured by the Slosson Drawing
Coordination Test and the Kinesthesia Test of the Southem Califomnia
Sensory Integration Tests.

b. The number of subjects for the study will be 20 persons with
traumatic hand injuries. The age range of these individuals will be
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Work Unit 79/42

18 to 30 years of age; they will be active duty militarv, males and
females.

PROGRESS

Work continues on the study. Thirty persons with traumatic hand
injuries have been tested; however, only three persons for the
control group or persons without traumatic hand injuries, have
been tested. Plans are to test agpproximately 25 persons without
hand injuries for the control group, to submit results of testing
for statistical analysis, and to write up results for possible
publication or presentation.

STATUS: Ongoing
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DEPARTMENT OF (1.INTCAL ['WWEST CATTON
WILLTAM BEAIMONT ARMY MEDICAL CENTER
Ll PASO, TEXAS 79920

DETATL SHILET

I'valuation of Antagonistic Knee Flexcrs and lixtensors
T1T1: During Prone and Supine Resistive I'xercises using [lectromvography

WORK INTT No: 8076

PRINCIPAL. INVESTIGATOR:  MATJ Wr. R Smith, MD

ASSOCTATE INVESTIGATORS

OBJICTIVES
The rehabilitation of post-operative patellectomies at this institution
has in the past invelved the use of straight leg raising with isometric
quadriceps exercises. One significant complication of this approach
has been te disruption of the operative repair. These exercises are
tvpically performed with the natient ir the supine position. 0One
obvious guestion which we asked was whether prone exercises would facili-
tate active joint motion while concomitantly reducing the strain on the
surgical site and thus minimize the possibility of rupture of the repair.
This tvpe cxercise is now being performed and the objective of this study
is to ascertain the degree of muscular activity in the antagonistic
muscle group (i.e. hamstrings versus quadriceps) with resistive exercise
in a supine or prone position utilizing the technique of electromvography.,

TEAQMNICAL APPROAGI

A study will be performec in which the quantity of electrormyvographic
activity of the quadriceps and hamstring muscle groups will be monitored
while normal volunteers undergo both prone and supine knee exercises
with flexion and extension, respectively, against varving weight on
their ankles. In addition, both fast and slow extension and flexion
will be performed. A TECA Model 4 Flectromvograph with a nreamplifier
arm will be used in the studv. The surface cathode clectrode will bhe
secured to both the anterior and posterior thigh at the area of greatest
muscle bulk (approx. mid-thigh)while the surface anode clectrode will be
placed apnroximately 1 1/2 inches distal to the cathode. Then, the two
tracings will be displayed on the electromvoeraph simultaneouslv. The
volunteers (10 in number) will then he asked to perform knee flexion
(free and against increasing weights at 10, 20, 30 1bs) and extension
while in the prone and supine positions respectively. The volunteers
will serve as their own contrcl with the free movement. The grading
system of MG activity will be that used by Basmajian and Murphy. In
addition the ahsolute activity in microvolts will be rcad from the
oscilloscopic output of the TECA MG and recorded. The data will then
be assessed for level of significance using the student's paired t-test.

PROGRESS

A few patients have heen studied. wumbers should be large enough to
report the data in Y81,

STATUS: Mngoing
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DEPARTMENT OF CLINICAL INVESTIGATION
WILLTAM BEAUMONT ARMY MEDICAL (ENTER
EL PASO, TYXAS 79920

DETATL SHEET

TITLE:  Molecular Ttching

WORK INIT NO: 707111

PRINCTPAL IMTSTIGATOR: B.E.F. Reimann, DAC

ASSOCTATE INVESTIGATORS:

OBJECTIVES

To obtain general information on the ultrastructure of biological
membranes (in particular the ervthrocyte membrane) and other cellu-
lar organs in order to discern their structural changes under varying
experimental (and disease related) conditions and, for this reason,
to develop techniques by which the biological material can be
investigated in the least altered state emploving methods such as
freeze dryving and ionic etching in conjunction with electron
mlCTOSCopy .

TECQINICALL. APPROAMH

The final goal is to subject lvophilized embedded biclogical material
to a borbardment with accelerated ions or ators and to reveal the
obtained structures by electron microscopy. Presently the experiments
are primarily concerned with osmotic pressures of ervthrocvtes
emploving freezing noint depression osmometrv and direct measurements
with a Pfeffer's cell. A 'critical point" drving chamber has been
cons tructed.

PROGRESS

The resecarch conducted by staff of the Electron Microscopy lLaboratory
and merbers of the Department of Biology, New Mexico State University
on cell walls, cell membranes and the mode of cell division in Myco-
bacterium avium resulted in a presentation entitled '"Factors that
Affect the Cell Cvcle of Mycobacterium avium' at the Intemational
Conference on Atvpical Mycdbacteria, 6 Sep 79, National Jewish Hospital
and Research Center, Nenver, Colorado, presented by McCarthy C.

(Assoc Prof. New Mexico State University, presenting the paper),
Ashbaugh, P. (WBAMC) and French, C. (NMSU) co-authors, This paper

is now in press under the same title and with the same authors in
Review of Infectious Diseases (Nov-Dec). The principle investigator
has participated as advisor only in this work, and consequently does
not appear as author. His contribution is acknowledge in the publication.
Verv little work was done - with the exception of some resin formula
corbinations - on the actual ionic etching projcct due to the
investigators involvement in establishing a new electron microscopy
laboratory in the WBAMC Anncx building under construction.

STATUS:  Ongoing
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WILLIAM BEAUMONT ARMY MEDICAL. CENTER
FL PASO, TEXAS 79920

DETATIL. SHEET

TITLE: Cherotherapy of Cancer
WORK INIT NO:  76/07

PRINCIPAI, INVESTTGATOR:  Dr. J. Swaneyv, MN

ASSOCTATT INVESTIGATORS: Dr, V. McKie, MD

OBJECTIVES

The association of WBAMC Pediatric Oncologyv and Hematology Service
with the various members of the Southwest Cancer Chemotherapy Studv
Group, Pediatric Division (through M.D. Anderson Hospital and Tumor
Institute), Acute Leukemia Group B, and with the (hildren's Hospital
Oncology Center, Denver, Colorado, in conducting trials of chermo-
therapy in cancer will (1) obtain the necessary wunderstanding of
the cancer process; (2) determine effective therapeutic approaches
and (3) provide needed information to use in the care of children
with malignant diseases. The association provides for probing of
cormon knowledge and for better statistical evaluation of processes
and results.

TEGINICAL APPROAQI

Fach protocol used by the various aforenamed groups goes through a
rigorous nrocess of review, revision, and evaluation prior to becoming
activated for group usage. The flow of protocol {rom author through
specific disease committec, statistician, committee headquarters,
studies managerment board, Cancer Investigation Branch of the National
Cancer Institute is the usual process. Data collected by cach merber
is reviewed and analvzed by the individual data sent.

PROCRESS

None reported.

STATUS:  Terminated
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The ob oot of thire study 1y te leterrune 1F the e of Plliote e
' colutren e i luaent Yor oantratbecn]l Methotrexate will reduce the

cvrdence of < e cffecr< e, Neadaches, fever, voritinge, oto.
3 r

’ THOVINTOAL APPROAY

, oAk -

, Cecent s are clieable for this studv who are receiving intrathoen!
Ctictrexate cither as nronhelaxis or for treatment of central

norvows ooviter Jeukemia, o Stock solutions nf Methotrexate will be

Bluted to a concentration of 1 me/ce with Tllieott's R <olution,

Cie dose of Methotresate <hall be calculated at 10 me N per dose

St mavimue of 15 e/ per dese, The timine of the intrathecal
trect e <ball beoipdividual v determined. Records shall he Kept

S ordtrent stotwe following anjection as repards headache, fever, nauses,
voriting, vto. RPesponse shall be determined by absence of side etfects
ar thorr dipinution 1€ they had been previously present.  Pos<ihle

] Tooocentarination from injection of foreign material mav result in
toxrcity which mav be evidenced by fever, headache, nausea, and/or
vompting following intrathecal injection of Methotrexate diluted
i Dlliott's osolution.  Approximately ten patients per vear will
e treated on this nrotocol.

PROGRESS

IEATE n-pnrtcd.

VEATES . Termirated
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. “vrooand phosphate concentrations in maternal and neonatal oo
i plood will be correlated with the incidence of neonatal cor-io o»
‘ ablind retrosvective studv., The hyvnothesis of increasine ziv. gt

shosphate levels in enhanced armiotic fluid hactericidal activit.
will be studied.

PROGRESS
Mer 1000 sarples have been analvzed. Statistical correlation of

the data 1= continuing but i< =lowed due to inabhility to retricve
patient records.

STATUS:  Ongoing
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DEPARIMENT OF CLINTCAL INVESTICATION
WILLTAM BEAUMONT AR MEDICAL CFNTER
FL PASO, TEXAS 799020

DETATE SHEPY

FITLE Detection of Toxin by the Group B Streptococcal (CBS) Organism
s i
LORK AT NO "8/23 2

PRINCTPAL TXATSTIGATCOR: MAT R.T, Heath, MD

ASSOCTATE IMNVTSTICATOP Robert Frederick, PhD

ORJECTTVES
To determine if the BS orpanism has evidence of producing a toxin.

TEAQINTCAL APPROAQN

(BCs,

Live and Killed organisms will be injected into rabhits,
hecropsy

hlood rases, and temperatures will be followed closely,
specimens will be histolopicallv reviewed,

(ONSIMARTE SEPPLITS

§12453

PROCRESS

The princiral mvestigator resigned from the Amyv, The abstract
nublished in IYTO represents the final work on this protocol.

SPATIN G Coarmmleted
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DEPARIMETT oF CLISTCAL TRVESTIOAT o
WITLTAM BEAUMONT ARMY MIDICAL o12THR
- I PASO, TEXAS 7au20

DEETATL SHIET

3 Antibiotic Prophylaxis tor Recurrent Otitis Media:r  cormari=on
TITI s of Sulfasoxizole, Yrvthromein, and Placebo

WORK UNTT NO: T8/25

PRINCTPAL T*ATSTICATOR: LTC M Weir, b

ASSOCIATT [NYTSTTOATORS

OBIVCTIVES
To corpare the effect of chirenic administration of oral sultasoxizole,
ervthromcin or placebo has upon the number of car infections in
' children with a history of recurrent otitis redia.

| TEAINTCAL APPROAQ

thildren under the age of «ix vears who, upon review of their out-

. patient chart, have a documented history of four or more ear infectinns
in th> preceding twelve months will be considered eligihle for the
<tudv. Children with previous history of PE tubes, cleft palate or
irmune disease will be excluded. After informed narental consent, the
children will he placed on either sulfasoxizole 25 mem/ke/dose bl d.
crvthromecin 10 mem/ke/dose bi.d., or placebo for a three-month

. neriod. Murine this time the patient will he followed monthly with

’ irmedance tympanomety and physical examination.  Anyv new ear infections

Jurine this neriod will he treated with svstemic antibiotics for ten

dvvs. During the second and third three-ronth period an altemate

drug will be used. Tach natient will he followed for nine months and
will serve as his or her own control. (Three ronths on Sulfasoxizole,

3 months on placebo, 3 months on ervthrorvein) in random order. At

the conclhusinn of the studyv, the frequency of e¢ar infections in

hildren receiving nlacebn will he compared to those receiving sulfa-
~oxizole or ervthromcin,

-

PROGRESS

The rrincipal investiecator was reassigned and has been replaced by
ILIC Weir. No patients were entered in FY80. TPew pediatricians
vere comfortable with tyrpanocentesis, a necessary nrocedure for
npatients with recurrences while on antibiotics. Manv house officors
hive been instructed by the principal investigateor or Dr. Rhodes
(e and a depree of expertise is being achieved.

¥

STATD ncoiny




DEPARTMTT OF CLIMICAL INVESTIGATION
WILLTAM BEALRDNT ARMY MEDICAL (TNTTR
I PASO, TEXAS 79920

DUTATT SHEPT

Measles, Maps and Rubella Irmunity in Military Adolescent
I Devendents; Correlation with ITmmunization Histor

SORECUNTT Yo Ta /12

PRIYCIPAL TPATSTICATOR: MAT AL Butler, Mp

ASEACTATE TNVESTICATORS

ORJECTTIVES

oo determine the number of adolescents with serologic immmnity to
measles ) mumps, and rubella and to correlate this with their
irram zation/disease history.

TE(HINTCAL APPROAH
In Septertier 1078 1.8, Army Health Services Command reguested an
irrupization survey he conducted to determine the adequacy of the Anmw
“dical Departrents dependent immumnizations. The impetus for this
<urvey was the Presidential Childhood Tmmunization Initiative and
cneouragerment from the Surgeon (eneral's Office. The occurrence of
liarge mumbers of measles cases in junior and senior high school
students has highlighted the need to assess the immmnization status
At children narticularly in the adolescent age group and to provide
irrnm i zatinn to those not known to be protected. Nearlv one-half of
the renorted cases of measles occur in teenagers, and fifty percent
of reported fatalities from measles occurred in adolescents. At the
nresent time there are onlv limited data relating to the actual anti-
hodyv <tatus of a major segment of the population. For obvious reasons
e nropose to deterrine serologic irmmity to measles, rmmns, and
ribella and to correlate this information with their disease or
irrmmization history.

Fach vear in May and August onc dav is set aside for school and sports
physical examinations for dependent children at William Beaumont AMC.
Approximately six hundred children are examined on these davs. Sera
have been collected from one hundred and thirty adolescents, after
verbal consent, and a history of their immmization record of measles,
mmps, or rubella immmization or disease was ohtained. Serologic
tests including hemagglutination inhibition titers to measles,
neutralization antibody to mmps, and hemagplutination inhibition
titer to rubella will be performed with the assistance of LTC R.
McSceott, MG, Dept Virolopy, WRATR, Wash 1. Titers less than 1:4 will
indicate susceptibilitv, oreater than 1:4 will indicate immmity.

—
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Work it 709/12

These data should provide the nroportion of our adolescent »erulation
that have serologic immity to measles, mryps and rubella wmd
indicate the reliability of the history ohtained from the notient's
immunization record.

PROCRESS

ne-hindred twenty <ix adolescents, 71 males and 55 femiles, rncing
in age from 12 to 18 vears (mean 16.2 vears), were screened for R-{1A)
antibodv by both the Rubindex and the rubella HAI Kit (Tahle 1D, A

difference in the nrevalence and distribution of antibodies was seen
hetween the two tests. Yor the pumose of this studv onlv the titers
derived from the Rubindex will be reported (Table 11).

Of the 120 patients, 18 (14.3%) had no documentation of nibolla irmuani-
cation. One-third of these (6 patients) had no detectahle F-HAL
antibody, while R-HAT titers of 1:16 to 1:256 (GMT 40.2) were demon-
strated in the remaining 12. The sexes were caually distributed among
those who did and did not receive immuni:zation.

There were 108 subjects (60 males, 48 females) with documented rubella
irmunization between 3 and 13 {mean 7.8) vears of age: an average of
7.9 (range 1.6 - 9.6) vear prior to screening. No one received
rubella immmization in infanc, since the vaccine was not available
until our voungest subject was 2 vears old. Although 108 subjects had
been irmunized, R-HAT antibody was detected in only 90 (83.3%), with

a (M of 27.7 (range 1:8 - 1:256). Antibody was not found in 18
subjects (16.7%) . There was no difference in the nrevalence of anti-
bodv between males and females (Table III). Fifteen of 18 subjects
who had no detectable antibodv were immmnized more than eight vears
before screening.

All antibodv-negative subjects were re-irmmunized with rubella vaccine,
and sera were obtained from 11 subjects before and 14 davs after re-
immunization. All of the sero-negative subiects developed R-HAT

antibodyv subseauent to reimmunization, with a M of 82.3 (range 1:32 -
1:512). All post-immmization sera from this group were tested for
R-TgM (Tahle T\). Rubella-specific HAI activity sensitive to 2'E
(R-TgM) was found in the 19S portion of the gradient in post-irmruniczation
specimens from both subjects not previously immmni:zed.

Reimmunization was also offered to subjects with low titered R-HAI
antibodv: 12 volunteers provided pre- and post-immmnization sera. In
these subjects the pre-immmization R-HAT antibody had a MT of 12
{range 1:8 - 1:32) and a post-immunization (MT of 161 (range l:04 -
1:512). Post-immnizat® ~era from these twelve subjects were also
tested for R-TgM, and no. - found (Table TV).
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Sufficient serum was avallable from six subjects for testing by the
Prenatal Disease Bureau of the CDC. There were sera from five
. previously immunized subjects with titers <1:8, and one wnimmunized
g subiect with a titer of ¢« 1:8. The presence of R-TgM in the latter
serun, and its abhsence in the other five, were confirmed.
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ﬁ - TABLE 1

RUBELLA HEMAGGLUTINATION INHIBITION TITERS (R-HAT)

BY TWO METHODS [N 126 PATITENTS

Reciprocal of R-HAL Titer

Number of Pattents (Percent)

;'»eth()d <8 8-32 >64 TQL:}“L
Rub inde xS 24 (19.0)# 68 (54.0) 34 (27.8) 126
Rubella HAI Kit+ 42 (33.3)4 72 (57.1) 12 ( 9.3) 120

*Orcthodiagnostics, Raratan, NJ
+Flow Laboratories, McLean, VA

#Statistically significant, p <0.01, by McNemars Test




TABLE 11

RUBELLA HAI TITERS* FROM 126 PATIENTS WITH AND

WITHOUT DOCUMENTATION OF PRIOR RUBELLA

Recnrd of

Proevious Reciprocal

iomnization <8
Positive 18 (16.7)
Nesative 6 (33.3)
Total 24 (19.0)

- R
*Rubindex

(Orthodiagnostics,

IMMUNTZATION

R-HAT Titers/Number of Patients (%)

8-32 64 Total
61 (56.5) 29 (26.9) 108
7 (56.0) 5 (27.7) 13
68 (59.0) 34 (27.0) 126

Raratan, NJ)
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TABLE [11

SEX DISTRIBULITON OF R-HAL [ITERS 1IN
PREVIOUSLY IMMUNIZED SURJECTS

Reciprocal of R-HAI Tliter
Number of Patients (Percent)

Sex <8 8-32 >64 Total
Male 12 (11.1) 34 (31.4) 14 (13.0 60 (55.6)
Female 6 (5.6) 27 (25.0) 15 (13.9) 18 (43,49
Total 18 (16.7) 61 (56.5) 29 (26.9) 108 (100)
155
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TABLE 1V

RUBELLA SPECIFIC IMMUNOGLOBULINS [N 23 VACCINEES

Immuni-ation and Serologic Status

——

Prior to Reimmunization
Sodimentarion Specific Unimmunized Immunized Immunized
Cocfficient  [mmunoglobulin < 1:8% . 1:8% T1:8% :
198 R-IgM 2 0 0
TS R-IgG 2 9 12

*tnbella hemagglutination inhibition titers.

STATUS:  Completed
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Developmental Analvsis of Heavy and Trace Tlerent Hair Content
in Normal Children and (hildren with Attention Disorder

TITLL:

WORK UNTT NO: 80/2

PRINCIPAL TNVTESTIGATOR:  LTC 'L LoPiccolo

ASSOCTATE. INVISTIGATORS: Dr. Krug
Dr. Terrv Allen (UTTP)

OBJECTIVES

To investipate developmental changes in the influence of heav and
trace elements on the behavior of normal children and children with
attention disorders.

TEGQINICAL  APPROACH

Twentyv-five normal children and twentyv-five children wio have been
diagnosed as having an attention disorder with excessive activity
will he selected from each of the following ape groups: Seven-vear
olds, nine-vear-olds, and eleven-vear-olds. An additional crowp of
nine-vear-old attentional-disordered children will be selected who

are currently on medication. One tablespoon of hair will be cellected
from the nape of the neck. Ten mm of hair nearest the skin will be
trimned to provide the sample. Tnformation will alse be solicited
regarding such arcas as the date of the most recent hair washing, use
of medication, and diagnostic status. A conv of this information
form is inclosed. Achievement information for the normal children
will be acquired using the Wide Range Achiecverent Test (WRAT), while
intelligence scores will be computed using the Peabodv Picture
Vocabulary Test (PPVT). The hair samples will be stored in plastic
bags and coded in a manner so that an individual child's name is not
associated with the results. Once the required nuher of hair sammles

has been acquired, the samples will be analvzed using atomic absorntion

spectroscopy.  Comparisons of cach of the element levels for the
normal and attention disordered children will be made in order to
identify a possible relationship between the levels of certain

elements and the performance of certain intellectual activities.

Our collection of hair samples from William Beaumont AMC children
is now complete. One hundred one (101) sarples have been collected
from 52 hvperkinetic children (approximately evenlv divided amony
the 6-9, 10-12, and 13-19 age groups) and fortv-twe (42) controls.
The control samples are predominantly in the vounyver age group, and
we may add some samples from 18 vear olds at UTFP,  The samples are
presently being analvzed for trace netals.

STATUS: Ongoiny
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DEPPARIMENT OF CLINTCAL TNVESTTOATTON
VOLETAM BEATMONT ARMY MEDTCAL CTNTER
Pl PASO, T )_xx 70020
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DETATE SHYTT

Ml

nvestivation of the Concerns, Perceptions and Pxpectations

s of Parents Coming to the levelopmental Tvaluation Clinic far
rhe Tirst tine

oA sn/gf

ShtereN s VESTTOATOR .

cmr s e e —————" (T b, Kruy, MD

VoA T VTS TTOATORS

OBJECTIVES

‘ Cooguder stand the concerns, percestions and expectations of parents
: doeo st ldrer bave Jdevelemmental nroblems, when thev come to the
| doeve Tespent it cvnluat ion progran.

TTAINTCAL APPROAQH

D orarents trincing their children to the TE ¢linic for the first
tive dinitial werkund will be asked to complete a questionnaire.
Ber b auestionnaires have been accumulated surmare statistics
S he analvzed to deternine (11 the most common <ource of
reforeal to the I Clinic: ©2) the most common questions to
ook arents wanted an oanswer: (3) the accuracy of parent perceptions
ot the function and canabilities of the DF (Clinic: and (4) the
ey of tarent perceptions of their child's problem. A {ollowup
wotronrre will he utilized to determine the correlation between
arcet corcentions /hiases and the degree of ease (or difficulty)
toowhooon DEonrescriptions are carried out. Tt mav be that
"71 e with DY osugpestions and regimens is related more to
Sarert anderstanding of the problem than to resistance to the mode of
Cooraoy ver ose. The acauisition of this information mav allow us better
‘o mect the needs of our patients and their families in the Developrental
Svaluation Clinic.

PROGRESS

wrroximately 50 questionnaires have been distributed to parents at
thiz datc. Tt is planned to distribute 50 more.

STXTUS s tngoing
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DEPAREZTT OF CLINTCAL TNVESTICATION
WILLTAM BEAUMONT ARMY MEDICAL CENTER
LI PASO ) TEXAS 79920
DETATL SHEFT
TITLY: Counterirrumoclectrophoresis in Nonsuppurative Otitis Media
WORK UNTT NO: o 80/34
' PRINCTPAL TMTSETICATOR:  LTC M. Weir, MD
ASSOCTATE IMVESTTGATORS
OBRJECTIVES
! Test the possibility that antigen persists in middle ear f{luid after
i suppurative hecomes nonsuppurative otitis media. It is known that
‘ 20-30% of middle ear effusions will remain culture positive after the
' standard course of ten davs of antibiotics and even thourh the fluid v
! on followup examinations has become serous. Further evidence of d
: persistent infection would alter therapy in that initiation or con- i
, 3

tinuation of antibiectics might be indicated. That is, patients who
nresent with serous fluid or develop serous fluid after a standard
ten day course of antibiotics mav need antibiotic therapy. Twentv
to thirty natients will be screened in this pilot study and if
persistent infection apnears cormmon, a studv of extended trcatment
regimens will be pronosed.

TECINICAL  APPROA(T

The usual indications for mvringotomv and PF tubes include persistent

[ nor Trecurrent surpurative and nonsuppurative otitis media. The duration
criterion for persistence of nonsuppurative otitis media is 2-3 ronths.
This, with or without a conductive hearing loss, is the most cormon
indication for the procedure. DPatients are normally referred from
Pediatrics to INT for consideration for the procedure. Patient selection
will be by the INT specialist and not by the primary investigator. When
the nrocedure is performed, the middle car effusions will be aspirated,
the aspirate preserved in a mucus trap, and transported to the labora-
torv for CII', culture and gram stain. Aspiration is standard and no
additional risk will result from this study.

(ONSUMABLYI” - SUPPLTES

$200
PROCRESS

Specinens have been collected for two ears. More natients are heing
acarrulated.  \noanforeseen probhlem of ohtainine a reapent from out
of the country is Timitine use of CIF, but should not he a problem

ruch loncer.

STATUS: Ongoing
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niart ditery hiscoriinat ion of Parents end Stranoen

LOREITITT SR

PRINCITG M STICNTOR: Pobert Ol Husebus, PhD, (P, e

i

ATSDOTATT PVTSTTOATORS

CTIVES

! Fooooupese of this rescarch was to determine the extent to which
couny infants are able to discriminate parents {rom strancers
of e same sexs the present nrotocol involved comparison between

Favicrs and male strangers.

TLANICAL APPPOAH

Porents oare to be contacted within 1-2 davs of birth and the nlanned
research will be briefly described. Those who express interest in the
st will be contacted approximately one week later and will be civen
o oconsent forr.  l'er cach comparison (father's vs male stranger, and
mother vs father! the reaction of 12 - 15 infants between 1 and

veees ol aee Wil he corpared,

PROCRESS

Therve were results from 20 infants which met the criteria of sufvicient
~rvine and of sufficient pausing while the adults were speaking to the
infints. The nator comparison of interest was the extent to which
infants would minwe from ¢rving more readily to their father's volces
than to a male strancer's voice. (lLarlier published research revealed
that ainfants discrininated their mother's voices from female stranger’s
volces and pawsed significantly socner when their mothers spoketl.  Two
scorers worked inderendent Iv and sirultaneously to transcribe an event
recorded the pattern of cries and pauses emitted by cach infant and

te cach adult.  The percent agreement as to which adult the criterien
ranse occurred first was calculated; in 23 of 24 cases there was avree
ment - for a 959 rate of acrcement.  The latencies to criterion pausces
‘or father and strangeer were compared by means of t-test for paired
corparisons,  The results wvere as follows: t = 2025, 01, a

Wichly siniticont difference in favor of the fathers. Thus, the

" irfants paused siomificantly sooner vwhen their fathers <poke to them
aupnertine the conclusion that infants with an averape age of 2 weeks
St and do difterentiate their father’s volces from <traneers’ volees,

lh(]
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PEPARDET oF CUINTOAL TNVESTIGXT T
CTELTWORPAILPONT ARMY MEDICAL (3R
PLOPAS ) TEXAS 79920

PITAT] ST

Jie et of Instructional Pretraining and Tvpe of Treatrent
op the Acoulsition of Assertive Behavior

U TR/

R T eATOR: Edward 0L Crandell, LT, MSC

T T ST IONTORS

OBTWCTINES

e purpese of the study Is to cormpare the effectiveness of two
methods of psvchotherany ihehavioral and insight-oriented) used
troconiinction with instructional retraining on developrent of
a<zertive bhehaviors.

THIINTCAL APPROAH

ototal of 50 velhunteer subiects will be selected from among the
catient population of the Psychology Service of William Beaunont
A Medieal Center in Pl Paso, Texas. All subjects will be

! eimed to one of five cyoups.  The purpose of these orouns w1t

] peto atd cach subiect in his/her ability to behave assertivelv and

‘ to determine which of the five methods to be used is most effective

' ri teachine this <Fill.  The procedures to be followed and gqualifica-

tions of the therarists to be used are described in detail in  the
orivinailv subnitted nrotocel.

PROCRESS
Tieostadv investiecated the effect of behavior therany, insivht
oriented therapy, and instructional pretraining on the acquisition
of axsertive hehavior.  The dependent variables were the express<ion
A positive assertive statements, the expression of negative
assertive statements, and the predisposition to respond assertively.
The independent variables of tyvpe of treatment and tv: e of pretraining
were corbined in a completely randomized 2 x 2 multifactor desiun
with a fifth grog added which received instructional pretrainine
anlv, It was hvpothesized that subjects receiving behavior therapy
el instructional pretraininge would score significantly higher on
hehavioral and self-report measures of assertion irmediately after
‘reatrent and 30 dave following treatment.

Vototal of 40 subjects were randomly assimmed to one of the tive
vronms, and treatment and control procedures were randomlv assiomed
te the rrouns.  The subjects were post-tested imediately after
troeatment and 30 davs following treatment using hehavioral rmeasures

|
|




—_

e <

'W\Hy‘:v\ Thyit "5 00!

of positive and necstive assertion and a self-revert reasure of
assertion. he behavioral measures consisted of a4 opacitive e o
score and necative assertion score obtained from the independent
ratings of the subjects’ resvonses to videotared situations and
written statements requiring the expression of positive and necativ
assertion.  fhe =elf-repert reasure was the Adult Self-Exereseion

Scale. T

1

Behavior therany consisted of modeling, feedhack, and behavior
rehearsal usine videotaned assertive problem scenes.  Tnzicht-
oriented theramy consisted of the identification of assertive
nroblems and the exploration of feelings through the use of

ermathic responses by the therapists. A1l treatment was admini=ter-d
individuallv in four sessions which occurred within twoe weck <
nretraining. The Instructional pretraining nrocedures consi=tod o

a videotaped presentation containing instructions abhout the corpon.ot -
ot assertive behavier and assertive responses. Ixamles of assert ive
response were modeled.  Subjects receiving only instructional prro-
trainine viawed the videotared presentation and were post-tested two
weeks later.

Results of univariate ANOVA revealed a significant difference
among the {1ve ¢roups on the negative assertion score obtained Jror
the videotaned measure irmediately following treatrment. N0V teost.
for the other devendent measures were statistically nonsieni ficant.
Multiple comparisons of the negative assertion rean scores on th
videotaped measure using the Scheffe procedure resulted in 1 <t 5o
di fference between grouns which received behavinr therapy and 18
receivine insicht-oriented therapy.  Subiects who received hehavio
therapy made sienificant v more negative assertions on the videotaod
measure.  The influence of instructional pretrainine was found to b
non=icnificant.  A\nalvsis of the assertion scores on the writton
staterents and the adult Self-Ixpression Scale resulted in no <imificont
di fferences amont the crows irmediately ater treatment and 30 davs
follewving treatment.,

ihe hvpothesis that the combination of instructional pretraisin: ad
behavior therapy would result in sitenificantly higher scores on the
hehavioral and sctf-report measures wis not supported.  The irvdependent
variable which contributed to higher negative assertion =cores was thy
tyvpe of treatment received.  Subiccts receiving behavior therasy made
simificmtly more nepative assertive staterents on the videotaed
measure than subjects who received insight-oriented therary or
instructional pretraining only.

The results of the stud swpported the use of hehavior therapy as
rethod of treating assertive problems. The use of an instructionai
protraining compenent was not supported. The results questioned the
need for specific training in positive assertion.  The results were al=o
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seen as supporting the contention that behavioral reasures are rore

offective discriminators of assertive behavior than self-report measure:
. It was recommended that future research examine the need for training

In positive assertion and that the present studv should be replicated

wiing a no-treatment and no-pretraining control acroup. This data t-

now being expanded and submitted as a dissertation in partial fulfullrent

of the Doctor of Philosophy degrez in psychology.

STATUS . Completed.
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DEPARTMENT OF CLINTCAL TNVESTIOATION
NTLLTAM BEAUMONT ARMY MEDTCAL (™R
EL PASO, TEXAS 79920
" DITATL SHEET
Inventory Uonstruction Attentional and Thinking Shill
TTTLED Assessment for Children
FORK UNTT Nt ma/1)
PRINCTPAL TXVTSTICATOR: MAT Bentham, MSC
ASSOCTATE IXATSTIGATORS
ORTCTTVES
To irmrove our description of both normal and leaming disabled
childrens' attentional ahility.
TEQINICAL APPROA(T
| I'ifteen children diagnosed hyperactive/leaming disabled by our

Pediatric Department and fifteen children randomly assigned to
: attend regular classrooms and are diagnosed to be normal children
‘ will form the sarple. A task with three different parts will be
used to provide a score for each of the specific skills mentioncd
previously. A modified card sorting task will provide information
concerning the child's distractibility, flexibility of attention,
and decree of concentration. A stimulus familiarization task will
be used to index the child's distractibility and the breadth of
attention. A modified version of a vigilent task will be used to
indicate the child's distractability, ability to maintain an atten-
tional set and the degree of concentration. This representation
will permit the identification of those skill arecas which are weak
as well as the child's skills which are satisfactory. A followup
studv increasing the sample size will be proposed at a future date
if significance is found during the proposed study.

PROGRESS

one

STATUS:  Terminated
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DEPARTMENT OF CLIVTCNL INVESTIGATION
NTLLTAM BEAUMONT ARMY AMEDICAL CINTER
L PASO ) THEYAS 70020

CDPTATL SHETT

1711 - Nevelopment of a Computerized Trauma Registry

WORIUNIT MO =6 700
PRINCTPAL. DAVESTICATOR:  [7C J.P. Collins Jr, M), and
1LT William J. Klenke, MSC

ASSOUTATTT T\VESTTCGATORS :

ORJECTIVES

l'o corplete development of an automated system for storage, retrieval,
and processing of pertinent data for patients with traumatic injurv at
PTANC

TEAINTCAL APPROAL

\ computer program will be written to allow the entering, editing,
displayine, sorting, classifying and analvzing of patient information.
The patients will be restricted to those who are admitted to the Trauma
ward. These records will he used to analvze the epidemiology of
traumatic injurv and the effectiveness of therapeutic modalities in

the managerment of injured patients.

CONSUMABLIL SUPPLIES

£396
PROGRESS

The data from vears prior to 1980 were coded and saved on the TBM 140(
tlocated in MISOY with no means of retrieval or transfer. This data
was successfully removed, interpreted, and saved on the llewlett Packard
4845 computer (located in Nept Clinical Tnvestigation). All data from
mid-1980 to the present has heen captured by direct or manual entrv

by the Dept of Surgerv. Analyvsis of these data bases has bemun, to
determine the validity and completeness of the data. Data conceming the
neak hours of utilization, the most common iniury, and characteristics
of a patient with a specific injury have been examined with regard to
increasine efficiency, but this analvsis has onlv heen done in a cursorv
maner. A simificant event affecting this protocol this vear was
aquisition of disk storage devices to expand data storape/processing
canabilities.

VIATHS 0 Mneoing

166




S L

~ o
~ —

DEPARTMENT OF CLINICAL TMNATSTTCATION
WILLTAM BEALRONT ARMY MEDICAL CENTER
FL PASH, TEXAS 79920

WTATL SHEET

TITLY : Pathophysiolopy and Treatment of Hemorrhagic and Traumatic Shock

WORK INTT NO: 77/24
PRINCIPAL TMVTSTICGATOR:  1LTC J. Collins, MC

ASSOCTATE TNVTSTICATORS :

OBJECTIVES

To study the nathophvsiology and treatment of hermorrhagic and
traumatic shock and the effect of vasodilation, steroids, and
fibrinolvsin on these types of shock.

TEAINICAL APPROAQH

PDisseminated Intravascular Coagulation (DIC) and fatalitv have been
shown to rcauire the presence of slow capillary flow {shock) and the
presence of a thromboplastic material in the blood stream. 1t is
proposed to test the efficacy of phenoxyvbenzamine (an alpha blocking
agent), steroids, and fibrinolvsin in the prevention of DIC following

traumatic shock.

PROGRESS

No additional studies have been done. A publication was reported
last vear.

STATUS:  Completed
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DEPARTMENT OF CLINICAL TNVESTIGATION
WILLTAM BEAIRDNT ARMY MEDICAL CENTVR '
EL PASC, TEXAS 70920

DETALL SHEFT

TITHE: Natienal Intraocular lens Implantation Studv
WORK NI NO:78/03
PRINCIPAL TNVESTTGATOR:MAT Donald J. Berein, MC

L MAT Flovd M. Comell, MC
ASSOCTATE IMVESTICGATORS

OBJTCTIVES

To participate in the study of c¢linical results of implantations of
. intraccular lenses organized by the Intraocular Lens Manufacturer's
\=sociation in response to directives of the Ophthalmic Classifica-

i tion Panel, DA,
F
! TEAINTCAL APPROACH
q . . .
Anintraocular lens 1s a nrosthetic replacement for the eve's
crvstalline lens. [t is nlaced in the eve at the time of cataract
E surgery, vhere it is fixated by a variety of means, with the intention
] that 1t remain permanent Ivoand correct the large refractive error
[ remaining after conventional cataract surgen.
F- PROGRISS

From T faly 1979 to | March 1080 a total of 12 cataract removal surveries
J with irvlantation of intraocular lens have heen performed. A\l ratients
have beer followed as outrationts as required by ¥DA, The <0P, as
presented to the Clintcal Tnvestication Committec, hax been ol lowed.
There have been six complications in the entire series of 72 patients
dating back to 1978,

65 vear-old female reported in 1978 who developed endothelial
decormmensation and microcvatic edema seven months followin: surgen.
Date of surgery was 20 Nov 77 00D and 23 Mar 7§, 0.8,

Fatient has wndereone corneal transplant on the right eve performed by
hr. Bohert B Sexton, MD, Silver Cityv, N.M. o The possibility exists
that a comeal transplant nay also be required for the left ove.

Sixtyv-eight vear-old male had surger with implantation of
mtraocular lens 1 Noav 70 of the left eve. The patient developed
comenl edema three davs postoperativelv, and the lens was removed.
The patient s doing well and visual acuity in the onerated eve is
J MV

HER




work Unit 78/n3

ocular lens on the right eve on 20 Apr 78. The patient Jdeveloped
nseudophakic bullous Keratopathy and underwent a penetratine
keratoplasty associated with an anterior vitrectom on 0 lel s

at Fitzsimons Armv Medical Center. The patient is doino well o
this tire.

- Sixtv-five vear old male underwent implantation of an inta,

- Sixtv-eight vear old male underwent intraccular lens iy L
of the right eve on 18 .Jan 79. The patient has develoned vsteid
macular edema which is being treated with celestone iniectiors.

- Sixty-two vear old female had implantation of intrancular
lens on the left eve 23 Feb 78, The patient had recurrent hvrhero
and decreased vision. The lens was removed surgically on 31 " 5
The patient's visual acuity is 20/25 with a contact lens.

- Sixtv-four vear old female had removal of cataract frerm the
left eve with implantation of an intraocular lens 17 Apr 79, The
patient has developed cystoid macular edema which is being treated
with injections of steroids. The possibility of removal of tic
lens is being considered.

There were no undue complications either technically or surgicalns

associated with any of the above cases. The next scheduled
annual review is in April 1981.

STATUS: Ongoing
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DEPSRDMENT OF CLINTCAL INVESTTOATTON
WILETAM BEAIMOMT ARMY ‘II DICAL CYNTER
EL PASO, TEXAS 79920

DETATL SHEFT

Perioperative Thrombosis Prophviaxis in Patients with
TITI): Perivheral Vascular Disease

KORK UNIT NO: 79/43

PRINCIPAL INVESTICGATOR:  LTC J.T. Collins, MD

ASSOCTATE TNVESTICATORS:

ORJECTIVES

To determine the efficacy and safety of low-dose heparin
prophylaxis in patients undergoing peripheral vascular surgery.

TEQINICAL APPROAGH

Patients entering the hospital for a proximal revascularization
(aorto-iliac bypass, aorto-iliac endaterectom, or aorto-femoral
hypass) procedure will be randomly assigned to either a control

or a treatment group. Patients in the control groun will receive

no thromhosis prophvlaxis. DPatients in the treatment group will
receive 500 u of heparin subcutancously each 12 hours for ten davs
after the methods of Kakkar and co-workers, and Flanc and co-workers.
fleparin given intraoperatively will be reversed in keeping with

our usual nractice.

\enous thrombosis will be demonstrated using the 125T-fibrinogen
leg scans. 1251-fibrinogen is convereted to fibrin under the
influence of thrombin, thus incorporating 1251 into a developing
clot.

Commerically available 125I-fibrinogen is a derivative of single-
donor human plasma. These donors are carefully screened for blood
bome, transmissible diseases, particularly hepatitis. No cases

of hepatitis or other illnesses have been reported with the product
to be used.

To perform the test, the freeze dried vreparation is reconstituted
with sterile water at the time of injection. A routine 1 cc dosc
consists of 2 mgm of clottable protein, and 140 mCi of 1251. All
patients will receive 250 mg (S drops) of saturated KI orallv 24-
hours prior to iniection of 1257- fibrinogen to effect th\r01d
F1gckade

1251 decavs by electron capture with a physical half-life of 00

dins. There is no beta emission. Thotons are of x-rav (35 K\
and ¥ x-rav (28 KIV).

170
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Patemal radiation s Loiomebr at b oenn Pabiation dovep e
follow<: thvrord sumblockedi, 1.3 BALOO iy thvrord F 1ok
RAIOD 1y whole hodv, 0,02 pAne (),

The administratron of 1250 -1t rinoven and somtillation ooopt o o v
cach »atient will be performed by the Nuclear Medicipe oy, 2l
wder the direction of ITC HOWL Henmvy, MCO The thronte booet o,
he purchazed by the Dept Clintcal Investication, wtilize. g

activated ~odiuwr iodide crvstal, Counts will be taken daade o0 o

2d4-hours after injection of the isotope and for a neriod of 1 G
wless an abnormal scan 1« noted.  Therefore, the firvet oo vl
given two davs betfore the operation.

The scanning rrocedure consists of passing the above Jdeworih :
held device over the patients' stemum and at various level . or = o
lower cextremities for veriods of five to thirty seconds. oo
concentrations of 1251 in the lower extremities correlate well with
deep venous thrombosis.  The counting device is casilv trunspertoi,
the exam 1< quick and noninjurious to the patient, and it wiil ™
pertormed at the patients' bedside. 125T-fibrinogen lee <cmmni

is now a well-accepted procedure in many hospitals.

Accurate documentation of all other thrombeotic events will !l o
sought. Cercbrovascular accident will be diagnosed clinteniiy and
confirmation will be sought by vascular and statis brain <cane .
Suspected mrocardial infarction will be confirmed by clectrocnr i
gram and serial cardiac enzvme determ’ ations. DPatients who divel:
a positive 1251-fibrinogen scan will have a phleborheocrom nevdorr
dailv. T the phleborheogram is positive, the case will B iadee | o
failure of prophviaxis, and heparin will be heaim by continucn
infusion with the goal of keeping the activated partial thrombo o ot
time at 1.5 to 2.5 times normal. Phleborheoeoraphy as develor 0 e
Cranlev and co-workers has been confirmed by us to he 95, 37 oo

for detecting clinically significant venous thrombi. Phlohepe vy
1s a noninvasive test with no risks to the patient. Suspectod sulron

arv embolism will be confirmed by chest x-rav, arterial blood cnsoe,
puimonary scans, and pulmenary arteriography when indicated.

All patients will be counselled regarding the various ramifications
of the protocol and will sign a human volunteer agreement prier to
entrv into the studv. It is estimated that 100 patients will be
entered into the protocel over a two-vear period. Data concemine
the perioperative management will be available at the end of tuoe
vears. In the unlikelv cvent that a patient with a contraindication
or allergy to heparin should be considered for operation, he will bhe
excluded from the studv. Female patients, aged 15 to 50 vears, will
he screened with pregnancy tests and positive results will serve as
a basis for elimination from this protocol.

L e W e
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work Unit 79/43

Should a hemorrhagic complication develop, heparin administration
will be discontinued. Although ecchymoses may develop at the site
of heparin injection, the chance of developing wound hematomas or
life threatening hemorrhage from low-dose heparin, properly
administered, is essentially nil., A thrombin time will be obtained
and circulatinge heparin will be neutralized by protamine if
necessarv. We will attempt to correlate the eventual outcome with
the preoperative profiles,

PROGRESS

This study was not approved by OTSG until mid-FY80. FEssential
cauipment was received at the end of FYS80.

STATUS:  Ongoing
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I'ffect of Svstenic \nti-Neoplastic themotherany on Treren
TITLY: Craft Incomoration

WORK_ INTT NO: 80/12

PRINCIPAL, DXNTSTICATOR: CPT J.R. Daniel, 'D

(
ITC 1.7T. Collins ‘D

ASSOCTATE [MTSTTCATORS :

[TC T.I. Brown, T, D. Rauls, Dhh
ORTTCTIVES
To determine the offect of svstemic cancer chemotherapy on the

healing events which allow incomoration and fomation of a neo
intirma in dacron prostehtic grafts.

TEGINTCAL APPROAH

Craft incorporation will he followed by platelet survival tire.. ihy
1= an accepted reasure of graft incorporation with platelet survival
bein: reduced by 50% immediately after graft placerent and returmning
to normil as the graft is incorporated. Also does will he =acri{iced
at six weeks and six months for histological examination of oruaft
healing. v dogs which die or Jdevelop complications related to the
sraft will be histologically «tudied. Graft incorporation will be
studied in the following settings: (1! A graft nlaced <imuitmeeois s
with initiation of chemotherapy. (2) A graft placerent after inmitia
tion of chemotherapv. Three controls will be used.  In one < rour
platelet survival will be followed without any treatment, to menitor
consistency of technique of platelet survival determination.  In
aother eroup platelet survival will be ronitored before and Qs

cherotherapv., A third group will have a thoracoahdominal vradt ~laced

I

without cherotherapy.

ONSIMARLE SIPPLITS

EV’R('\(:RJ SN

e sty calls for o total of five grows of aaral s vhae oo cent v
crompr. U total of 43 anirmals have had baseline nlatelet suyvival
tiws determined usine Indiam-111 1abeled platelets. Six anirnds e
Leen entered inte the control growm and platelet =urvival tires are
heine monitored neriodically as called for in the protocol.  lour of
the-¢ have now heen followed for one month.  Tour animals heve beer
cntercd into Growp [T (o surgerny adriamvein treated) . AT four have
Leen followed for one month after initiation of adviamvein treatrent
and teo have been monitored for three months.  Six animals have boeer
st ored into Group 117 (surgeny onlyv) and platelet survival times G

173
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been monitored for six months following surgery. Six animals have
also been entered into Group IV (surgery followed by adriamcin
treatment three months later) and all six animals have been monitored
for three months post-surgery. These animals arc now in the

i adriamvcin treatment phase of the study. Other animals are bheing
entered into the study as time permits, Insufficient results have
been obtained at this point to draw any conclusions.

STATUS:  Ongoing
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PEPAPTMENTT oF CRINTOAL TNVESTTEATTON
WILLTAM BEALRMT ARMY MEDICAL CENTER
FILOPASO S TEXAS 76020

DAL SHIDT

Phvsitologic Monitoring and the Manipulation in the Aortic

T Reconstruction Patient
WORK UNTT NGO 0 /30

PRINCIPAL INVESTIGATOR: ILTC J. Collins, MC

ASSOCTATT INVESTIGATORS:

ORTECTIVES

To assess the etffects of shock trousers at varvine deerees of corrres~ion
upon the cardiovascular svstem and patients ahout to wunderce aortic
reconstruction, to ontimize patient's cardiovascular status in terrs o ¢
left ventricular stroke werk index, perirheral vascular resistance, and
cardiac index nrior to underegoing major aortic¢ reconstruction and to
assess the henefits of this anproach in the intra- and postoperative
neriod.

TEANTCAL APPROAH

A1 patients scheduled for elective aortic reconstruction on the Jdav
nrior to surgery are admitted to the Trauma Imit or Surgical Intensive
Care Unit where Swan-Ganz balloon catheters and arterial lines are
nlaced.  Following vlacement and the base-line determination of rultiyle
rarameters outlined in the protocol, shock trousers are placed and
varving degrees of compression applied. At each level of compression
these parameters are remeasured. Following this, the trousers are
removed and varving amounts of lactated Ringers solution is adninistered
intravenously and the effects of intravenous infusion on the cardio-
vascular parameters are determined. Following achievement of "ontirum™
cardiovascular parameters, the patient is considered prepared for surver
and subsequent Iv undercoes the scheduled aortic reconstructive procedure.

PROGRESS

To date eight patients have undergone the comnlete protocol. W
additional twelve patients have undergone portions of the protocol,
md information i< available to coordinate the overall results. Our
qoal was twenty patients to be carried through the formal protocol,

at which voint results of the approach will be tabulated and assessed.
At this point, hecause of the relatively small number of patients
haviny completed the protocol, deductions regarding clinical applica-
tion of this procedure cannot be made with any certain validity.

STATUS . (neoine
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DEPARDENT OF CLINTONL TTATSTIONT I ‘
SILLTAMN REAIMOYT APMY MIDTCAL CPNTTR '
VLopasn D TENAS 70020 :

CDIMATL ST

Prlot Study for the Usce of the Automated \utolocous Blood
Pecovers Svatem (Cell Saver) in Bhint and Penetratinge Wdora,!
Crawrna

L VAR

PRCIAL PTVISTIOVOR: 170 TLTL Collins, MD
VOCTALT . PATSTICNIORS D (T 1AL Carmnas, *D; CPT T.1. Gaines, 'O
(MI, A\, Kissack, MD

ORBTECTIVES

To establish the effectiveness of the automated autologous ilood

recovery svster ccell saver) in providing an economical, efficient,

zafe =ource of autologous red blood cells for patients undergoine

clective sureical nrocedures and in decontaminating f{ree peritoneal .
ood associated with blunt and renetrating thoracic and abdorminal

I,

THAINTCAL APPROAQH

e anterdited autologous blood recoverny svsten will he used oo tromeen

natients presenting with either blunt or penetratine abdominal or

chest trawma. In adilition, all patients undercoins elective thoracic,
castrointestinal, ond vascular surgical procedures in which sieificant
attondant bloed loss is anticipated will be included in this studv.
erraoperativelv, acrohic and anacrobic blood cultures and gram stoins
ot the free intrathoracic and reritoneal blood will be obtained. The
antolegous hlood recovery syster will be used in recovering this free
i"1ood,  After the blood has been collected, washed, and vacked by the
coll aver wvetem, aercohic acreobic cultures will be obtained as well

a white hlood cell count, red blood cell count, plitelet count, Wrigsht
<tain, plasma- free hemoglohin, “.eparin, fibrinogen and gentamvein levels.
iMis will be done on all collections by the cell saver. In cases where
contarinat ion of the bloed by enteric contents i< documented, the washed,
~acted red hload cells recovered will not be «iven to the patient. Pest
aperatively the ratients vho have received noncontaminated and washoed
red blood cells will be followed closely for clinical signs of sensis,
“hen indicated serial blood cultures will be “btained and the patient
treated with appropriate antibiotics nending culture results.  The

wastc solution used during the recovery svstem will contain 80 me of
centarvein ner liter »f wash solution.  This has heen demonstrated to
cfVectively eliminate acrobic orcanisms from the washed cell product

a well as pathogenic anaerobic organisms. Also it has heen demon
trated that the cell saver effectively removes essentially all o
sentarvein from the red cell nroduct.

PRAGRESS
Pevic fops have heen reauested by the WEAMC Human Vse Cormittee. The

credcct will eormmence when these changes have been fonvarded and

‘
Accented,

AT Mneoine
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APPENDIX ]
Representative Training Protocols suported by the DNepartment of

Clinical Tnvestication, William Beaumont Armmy Medical Center,

during FY80,

APPENDIN ]
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DISPOSITION FORM

For use of this form, ses AR 340-15; the proponent agency Is The Adjutont General’s OHice.

SEFERENCE OR OFFICE SYMBOL SUBJECT

Training Protocol

DATE CMT
o FROM

7, Clin Invest Sve Neonatal Svc 1 Dec 1979

. Bio Research Facility

Reduest the use of the Biological Research Facility for the nurpose of tr
sional and paraprofessional staff members of the neonatal service.
tihe training is to familiarize the staff with the indications and techn
»ndotracheal intubation and chest tube insertion.

aining
The objective
iques for

oL Guipment Required:

‘4. lLab animals
(1) 1 kitten per session - intubation
(2) 1 rabbit per session - chest tube insertion

iarvngescope with blade

o 3.0 mm endotracheal tube
Argvl chest tube with trocar
Underwvater Seal

Appropriate anesthetic agents

Veterinary supervision and expertise will be required for preparing the lab anima’«
assistance in teaching the staff.

.

cprosimately A oclasses will be required (1 class per week) with four persons per

R. E. HEATH, M.D.
MAJ, MC
C, Neonatal Svc

180
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DISPOSITION FORM y V

For use of this form, see AR 340-15, the proponent ogency s TAGCEN.
g REFERENCE OR OF FICE 5YmMBOL ’s.,ﬂstw -

: ATZC-MDOG Use of Biologic Research Facilities for Training _J

B xR T T Ffrom ) DATE B ChT 1

THRU LTC L. L. Penney, MC LTC W. C. Daniell, MC 6 Nov 79

C, Clin Invest Svc Dep of OB-GYN
T0 CPT Gerald W. Parker, Jr., VC
i Asst C, Bio Rsch Section

1. Request the use of your facility on 29 Nov 79 and 13 Dec 79, from 0800 to 0900 hrs}
for the purpose of training OB-GYN residents in techniques for intubation.

2. We will require two anesthetized cats, a veterinarian for supervision, and
appropriate endotracheal tubes and laryngoscopes.

Z/UA?/ ( i)wﬂﬂylzg/;h /)
WALTER C. DANIELL, M.D.
Lt. Colonel, MC
Chief, Perinatology and
Obstetrics Services
Department of Obstetrics & Gynecology

M 2 A | AB, VY. L TS T WK
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DISPOSITION FORM e

! For use of this form, see AR 340-15, the proponent agency |s TAGCEN.

OREFERENTE LR OFFICE SYMBOL SUBIECT

! ATZC-MDPE Pediatrics and Obstetrics House Staff Training

i

70 Clinical Inves Svc FROM  C, Neonatal Svc DATE 3 Jul 80 Mt
ATTN: (, Biological Research Dr Leonard/mmr/2249

i1 The objectives of this program are to familiarize the Pediatrics and Obstetrics
S house staff with indications, outcome,and equipment related to endotracheal intubation,
v cnest tube insertion, and venous cutdown.

*2. We request the use of your facility starting 15 July 1980 from 0900 to 1100 hours.
© This teaching exercise will be held weekly. Termination date - 16 September 1980.

3. Laboratory animals - equipment
' a. Endotracheal intubation - 1 kitten
b. Chest tube insertion and cutdown - 1 rabbit
. 7 Venesection trays
d. LaryndScope with blade
*e. Endotracheal tubes 3.0 mm or 18 French
Argyle chest tubes with trochar and Rob Nel Catheters (10 and 12 French)
5. ‘Underwater Seal
; * “yoplies provided by Newborn Medicine Service.

4. Participants

SCHEDULE - 0900 - 1100 HOURS

5 July Dr Tremper Dr. P. Muelenaer
22 July Dr Baugh Dr Matson
i 29 July Dr Crowe Dr A. Muelenaer
5 Aug Dr Egerton Dr Rawlings
17 Aug Or Carrion Or Walker
19 Aug Dr Pereira Dr Covarrubias
26 Aug Dr Stafford Dr HiN
2 Sep Dr Chikanchi Dr Lawrence
; 9 Sep Dr Woodruff **TBA
; 16 Sep **TBA **TBA

** To be assigned

TOMMY LEONARD, JR., M.D.
MAJ, MC
ZC, Neonatal Service

! 18
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DISPOSITION FORM §

For use of this form, see AR 140.-15, the proponent agency is TAGCEN.

CPT Camunas/s1/2698

1. An inservice will be carried out on airway management and intubation in the Bio-
Research Laboratory. There will be 14 persons from the Trauma Unit and 507th Mec-
Evac unit participating in the inservice. The inservice will be supervised by
Chief of the Bio-Research laboratory and chief resident of the Trauma Unit.

2. The inservice will be held on Thursday, 11 September 1980 at 1430 hours in the
Bio-Research Taboratory of William Beaumont Army Medical Center,

~JPSEPH A. CAMUNAS, MD
‘CPT, MC
Chief Resident, Trauma Service

REFERENCE OR OFFICE SYMBOL wBIECT
ATZC-MDDS Inservice on Airway Management and Intubation
1o Bio-Research Laboratory FROM ( Resident, Trauma Svc DATE 8 Sep 80 CMT

) \Aj / P < o
WA 3 Padd
/ : T SO Z2EALT A AT /
/. /1% 4)04,/%// /M/Mé”'fff . sz <
Aot L preitf -
/7 ,s/,z/yff /7 0 Ly ) pesien
/8 K{//// 2a0 L ) e N
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C DISPOSITION FORM )£
For use of this form, see AR 340-15; the proponent agency i3 The Adjutent Ganerel's Ottice.
1 FRERRENCE OB OPRCE SYMBOL SUBJRCT
AT neLnr TRAINING PROTOCNL
a ; .
‘ TO PROM DATE cMT 1
‘ o Tappey Or. Fenner- Rastrn 24 <ent

JUREL EROT (Vadosconic Retroarade Chalangionancreaticonram) . Thiz ¢
canratition of the Amouylla of Vater and injectinc A coantrast
aaent to autline the nencreatic duct and hiliarv svstem,

SN - Beaale--twn dnas each session

C- - every Freiday 1300-1500 hrs

¢t T vailable in Gastroenteroloav Clinic

y o T TS - Tanera]

CTTCTAL PASTRUCTINNS-- Animals will have to he MPN a‘ter midniaht Thyrcday
night excent thev mav have water for breakfast ¢n the
dav of the procedure. The animals wi1) also be ny.en

: Raohinyl durinn the nrocedure to decrease intestina’
motilitv,

——

“ oo

‘ ! STrenns FAR RENUEST-- Tn enable Gastroenterninav Staff and Fallows to tec ~o
3 } more nrnficient at nerfarmino ERCP.

Sarecnnel--hastroenternloqv Staff and Fellows. Personnel in Animal La“eratnry
Section.

! D(lmc( K "}L L

f ; David K. Fenner ".0.
' : Maior MC
Rnastroenteroloav Staf€

000 07 e

/
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j .
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n i
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i 9 Falw ~alE Cat
! Ve L LN £, Nurs Y4 & Ty 10 Aupy 20
CliD, mho=toed e Uac Sve S -0 Kiny

Cooof e Hio-Modical Desearch Facility ond its ctatf ois
N " cnosdny ctcernoon from 1213-1530 hours for traicins
cotrs from o the Jaticont O re Specialist Ceourse, WiAMO, In CR
oihy, oWl crad clove ooy, sd in minor cuturing teonnloer,
in the Jenorostroanion aod e in intubation,

2, Cr =ermd ocreons and sterile sowns will be provided Ly the

; PO Instiielor.

{
3, oms consist of 4-6 cioloatse The croups will bLe in the ﬁ
Choility s bndicated Lodows X

: 4. Tttty Minor tere ek (oire 3-0 silk o with oseedles &
Gt ile draces) oloves pr. 6, shees (Looty conductive), btats., )

. S, v . wested 2 Vet specialist, 1- Vet. (V)
; oo atiar- (Lonthiosi scrub V.C. - supcervisior
. ’ ’ I

(one) crnine, dop, for the suture precedire.
(i) toline, cat, for the intubation pros oo,
l RS ek SOTATION
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For use of this farm, see AR 340-1%; the proponent ogency 's The Adjutant General’s Office

4 b

REFEFENCE OR OPFICE SYMBOL

HATLC-MDDL-EC

SUBJECT

Use of the Bi- -Medical Rescarch Faocility

Lr. varker CPT

O1C.

(%}

technique,

Bin-tted

g0 0! the

intubation.

is

and

FROM
VC Director iGSC
Rus Fac WEBAMC

. co-ledical Fescarch Facility and its stafl 1o roeue
cach Tuesdsy afternoon from 12:30 hours to 1500 hours for trainin: ntulents
trom the Patient Care Specialist Course, WBAMC,
in minor suturing technique,

in OR scrub,
in the demonstration and

7. OR scrub opreens and stevile gowas wiil be provided by the

cndioated

G, Duipment:

S, Groups

consist o1 G-0 students,  The groups will
below,

Minor suture pack (Suture 3-0 silk,

sloves b opair.shoes (beoty conductive), hats,

5. 1lanpower reguested, 2 Vet, speciali-r, 1 Vet, (VC)-- specia

ierub), V0. (supervisior)

. Regquest
Request

he o n the

needles,

L(ONE) -aunine, dog, for the =suture procedure,
L(ONE) teline, cat, ftor the intuvation procedure,

DATES GROUp ROTATION
2n Feh, / RR
]
, 12 tarch 1 RR
8 April 2 R
29 tpril 3 RR
20 Hay 4 RR
1 June 5 RR
1 July n RR
. ,4} G b e o X -
. Lynn ¢'. Blackwood
MAJ, MG
Director PCSC
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W AC

c¢oare requestine the use of the pnirmal rescarch
at 1390 heurs for tie nurpose of

devices.,

Tactlities on Fharsany, 17 04,

demonstridne and excercisias the e of sur g
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P or use of this form, sea AR 340-15, the proponent ogency is TAGCEN.
W FERENTE DR UEFLCE STmBOL !‘NBJ(CY

e e

ey

ATZC MDDS PVS Use of Dogs in Biological Research

0 Dir, Biological Research Svc FROM C  Peripheral Vascular PATE 16 Jun 80 Cut .
Clinical Investigations Svc Surgery Service LTC Collins;jc 2621
(ATTN: Dr. Parker) Director, Trauma Ctr j

1. This is to confirm our previous discussion regarding the use of two dogs for studying : F
the technique of rectal 8340 sal replacement and preparation for performing the same 1

procedure on human beings. As we discussed, we would like to use two dogs, one

onn Monday, 16 June 1980, and the second dog at the convenience of your service and
mine. The training opportunity provided by your unit is most appreciative and should '
significantly enhance the potential for a successful procedure on our human patients.

2. Thank you very much for your support in this regard.

b ey 3 o

\

JOHN T. COLLINS, JR., M.D.

LTC, MC

Chief, Peripheral Vascular Surgery Svc
Director, Trauma Center
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DISPOSITION FORM P

For use of this lerm, see AR 340-1%, the prepenent egency s TAGCEN.

COL Fagarason/s1/269¢

1. Request the use of the Clinical Investigation Dog Lab facilities and tne use of

|
ia canine subject for training protocol as follows:
i

Object: The perfection of tecknical skill in placement of the Hunter-Sessions
vena caval occluder (intra-vascular balloon device)

Method: In an anesthetized canine subject a cut-down over the right internal
i Jjugular vein and a venotomy through which the vena caval occluding balloon can be
placed in an intra vena caval position. Fluoroscopic capability is requested in
order to ascertain proper positioning of the balloon below the renal veins. It is
anticipated that the balloon will be retrieved from the experimental animal, thus

permitting salvage of the subject animal.

2. Request definitive information as to date and time that this teaching/learning
i endeavor can be performed.

——— ey

reamrm e

s d M
AWRENCE A. FAGARASTN<’MD

coL, MC
Chief, General Surgery Service

e e - B D
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DISPOSITION FORM

“ar une of this form, see AR 340-15; the proponent agency is The Adjutont General's Oftice.
EFERENCE OR OFFICE SYMBOL SUBJECT

Training Protocol

: <0 FROM OATE cuy ¢
., Dept Clin Invest Peripheral Vascular Svc 23 June 198N

", Bio Research Fac

Revuest the use of the Biological Research Facility for the purpose of training

ival residents in the techniques of performing Aortic bvpass Graft procedures. 7Tiio
ning can be accomplished in conjunction with yoursurgery schedule for the vreviousiw
b :roved research protocol #80/12. Additional animals and supplies are not required.

*is wiil be an excellent opportunity to provide vascular surgical trainine whiic :
3 o ilvaneously conducting a research endeavor, thus minimizing animal utilizatien,
] rocies, and maximizing personnel time.

] JOHN T. COLLINS, JR. M.D.
, LTC, MC
C, Peripheral Vascular Svc
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Por vte of this ferm, ses AR 340-15; the gropenant agency is The Adjurent Generel’'s Ot ce.
L RERAENCE Of OPMCE SYMBOL SUBJECT

Training Protocol

: " PROM DATX cMT 1
THRU €, Dept Clin Invest Peripheral Vascular Svc 1 August 10RN

Biological Research Facility

1. In reference to our previous discussions of the Hemodynamics Cell Saver Svstem, it
!s requested that the lab animal surgical facility be available for demonstration of
the equipment, The d jective will be to demonstrate and train selected individuals

in the trauma unit on the use of the Cell Saver System. This can be accomplished on an
animal that is undergoing an Aortic bypass graft procedure in the previouslv aprroved

research protocol #80/12. Additional animals will not be reaquired for this training
endeavor.

‘ JOHN T. COLLINS, JR. M. D.
. LTC, MC
C, Peripheral Vascular Svec
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Por vae of thi. - 3 R 340-13; the propenent egency is The Adjvrent Gonsrel's Oftice.

oYl G Y SUICT

Microvascular Surgical Training

.. | FROM DATE cur
THRU C, Dept Clin Invest Plastic Surgery Svc

TO C, Bio Research

1. The plastic surgery service request the use of the Biological Research Facility for
the purpose of training the staff and residents in the techniques for performing micro-
vascular surgical prccedures.

2. The use of the surgical facility, operating microscope, microsurgical instruments,
and one animal (rat) per session will be required. The procedures will consist of
various arterial and venous anastamosis. An appropriate general anesthetic will be

required for the animal.

3. It is anticipated that three, two-hour sessions per week will be required. One
or two surgeons will be present at each training class.

Chief, Plastic Surgery Service
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Allergy 51,81,87,94,95,97, 100-105
Cardiology 46,51,147

Catecholamines 30,31,32

Choline Phosphotransferase 26
Dentistry 38,39,42

Electron Microscopy 142

Infectious Disease 27,29,53

Nuclear Medicine 25,44,58,88,98
Obstetrics 108, 109-134

Oncology 54-80, 85, 90-93, 96, 99-114
Oral Surgery 39

Orthopaedics 135-141

Pediatrics 143-159

Psychology 160-165

Radioimmumnoassay 47

Renal 86

Respiratory Disease 43,53,82

Surgery 166-176

Steroids 36
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